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July  29,  1977. — Committed  to  the  Committee  of  the  Whole  House  on  the 
State  of  the  Union  and  ordered  to  be  printed 


Mr.  Ullman,  from  the  Committee  on  Ways  and  Means, 
submitted  the  following 


The  Committee  on  Ways  and  Means,  to  whom  was  referred  the  bill 
(H.R.  8423)  to  amend  titles  II  and  XVIII  of  the  Social  Security  Act 
to  make  improvements  in  the  end  stage  renal  disease  program  pres- 
ently authorized  under  section  226  of  that  act,  having  considered  the 
same,  report  f  avorably  thereon  with  amendments  and  recommend  that 
the  bill  as  amended  do  pass. 

The  amendments  (stated  in  terms  of  the  page  and  line  numbers  of 
the  introduced  bill)  are  as  follows : 

Page  3,  line  5,  strike  out  "subsection"  and  insert  in  lieu  thereof 
"section". 

Page  5,  line  10,  strike  out  "(c)"  and  insert  in  lieu  thereof  "(d)". 

Page  5,  line  25,  insert  after  "for"  the  following:  institutional  dialy- 
sis, services,  transplantation  services,". 

Page  6,  line  1,  strike  out  "facility"  and  insert  in  lieu  thereof 
"facility,". 

Page  6,  line  8,  after  "for"  insert  "dialysis". 

Page  10,  line  11,  strike  out  "rate"  and  insert  in  lieu  thereof 
"payment". 

Page  10,  line  14,  after  "such"  insert  "target". 

Page  10,  line  24,  strike  out  "manner.' '  and  insert  in  lieu  thereof 
"manner." 

Page  11,  line  2,  after  "equipment"  insert  "(including  supportive 
equipment) ". 

Page  11,  line  5,  strike  out  "the  necessary  dialysis"  and  insert  in  lieu 
thereof  "such". 

Page  11,  line  6,  strike  out  the  comma  and  all  that  follows  down 
through  "home"  on  line  9. 

Page  12,  line  13,  strike  out  "services.'  "  and  insert  in  lieu  thereof 
"services." 
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Page  14,  line  20,  strike  out  "shall"  and  insert  in  lieu  thereof  "may". 

Page  15,  line  5,  strike  out  "cooperating"  and  insert  in  lieu  thereof 
"making  reasonable  and  appropriate  efforts  to  cooperate". 

Page  15,  beginning  in  line  11,  strike  out  ",  be  transplanted,  or  be 
active  candidates  for  transplantation"  and  insert  in  lieu  thereof  "or 
be  transplanted". 

Page  18,  line  9,  strike  out  "subsection,'''  and  insert  in  lieu  thereof 
"section,". 

Page  21,  line  12,  strike  out  "screens"  and  insert  in  lieu  thereof  "rates". 
Page  21,  line  14,  strike  out  "screens"  and  insert  in  lieu  thereof 
"rates". 

Page  23,  after  line  19,  insert  the  following  new  section : 

Sec.  5.  The  third  sentence  of  section  1817(b)  of  the  Social 
Security  Act,  and  the  third  sentence  of  section  1841(b)  of 
such  Act,  are  each  amended  by  striking  out  "Commissioner  of 
Social  Security"  and  inserting  in  lieu  thereof  "Administrator 
of  the  Health  Care  Financing  Administration". 

Page  23,  line  20,  strike  out  "5."  and  insert  in  lieu  thereof  "6.". 
Page  24,  line  3,  after  "facility's"  insert  "or  provider's". 
Amend  the  title  so  as  to  read : 

A  bill  to  amend  titles  II  and  XVIII  of  the  Social  Security  Act  to  make  improve- 
ments in  the  end  stage  renal  disease  program  presently  authorized  under  section 
226  of  that  Act,  and  for  other  purposes. 

I.  Purpose  and  Background  of  the  Bill 

During  the  past  several  years  your  committee  has  undertaken  a 
number  of  studies  and  public  hearings  in  order  to  assess  the  operation 
and  effectiveness  of  the  medicare  end-stage  renal  disease  program. 
The  results  of  these  efforts  indicate  that  the  program  has  been  gen- 
eraly  successful  in  meeting  the  needs  of  renal  disease  patients  for 
insurance  protection  against  the  often  catastrophic  costs  of  dialysis 
and  transplantation.  However,  at  the  same  time,  it  has  become  clear 
that  the  program  is  plagued  by  a  number  of  serious  problems  which 
threaten  to  undermine  its  continuing  stability  and  effectiveness.  Your 
committee  believes  that  it  is  essential  to  promptly  address  and  resolve 
these  critical  problems. 

Your  committee  is  concerned  about  the  high  and  steadily  rising  cost 
of  the  program  and  the  burden  it  can  place  on  the  medicare  trust  funds 
unless  steps  are  taken  to  put  it  on  a  more  cost-effective  basis.  The  com- 
mittee believes  that  there  are  sevsral  areas  of  potential  cost  savings, 
including  the  increased  use  of  self-dialysis  settings  and  tranplanta- 
tion,  and  the  ue  of  incentive  reimbursement  methods  to  encourage 
economies  in  the  delivery  of  services. 

Fortunately,  this  is  a  program  where  the  introduction  of  appro- 
priate incentives  to  encourage  the  use  of  lower  cost  treatment  modali- 
ties is  wholly  compatible  with  the  best  interests  of  renal  disease 
patients  and 'with  sound  medical  practice.  The  patient  who  success- 
f ullv  undergoes  transplantation  can  return  to  a  relatively  normal  and 
stable  life.  The  patient  who  can  successfully  manage  self-dialysis 
either  in  his  own  home  or  in  a  self-care  dialysis  unit  of  a  facility  re- 
gains a  significant  measure  of  control  over  his  own  care  and  escapes 
from  what  might  otherwise  be  a  permanently  dependent  relationship. 
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And  in  both  types  of  cases,  program  savings  over  the  long  run  can 
be  substantial.  Similarly,  the  use  of  an  incentive  reimbursement  method 
in  this  program  can  produce  savings  through  more  cost-effective, 
efficient  delivery  of  needed  services. 

On  April  25  a  hearing  was  held  by  your  committee's  Subcommittee 
on  Health  on  proposed  legislation  to  amend  the  renal  disease  pro- 
gram. (Several  prior  hearings  on  the  administration  of  the  program 
were  held  by  the  committee's  Subcommittee  on  Oversight. )  The  Sub- 
committee on  Health  considered  specific  legislation  (H.R.  3112)  in 
executive  session  on  July  19,  reporting  a  clean  bill  (H.E.  8423)  to 
the  full  committee,  and  the  full  Committee  on  Ways  and  Means  con- 
sidered H.R.  8423  and  ordered  it  reported  on  July  25,  1977. 

Your  committee  fully  recommends  this  legislation  in  the  belief 
that  it  will  enhance  the  protection  afforded  by  the  program  while  at 
the  same  time  assuring  that  the  program's  cost  is  maintained  at  a 
reasonable  level. 

II.  Summary  of  the  Bill 

As  reported,  the  provisions  of  H.R.  8423,  the  medicare  renal  disease 
program  amendments,  are  designed  to  accomplish  five  objectives: 
Provide  incentives  for  the  use  of  lower  cost,  medically  appropriate 
self -dialysis  (particularly  home  dialysis),  as  an  alternative  to  high- 
cost  institutional  dialysis;  eliminate  current  program  disincentives 
to  the  use  of  transplantation;  provide  for  the  implementation  of 
incentive  reimbursement  methods  to  assure  more  cost-effective  de- 
livery of  services  to  patients  clialyzing  in  institutions  and  at  home; 
develop  a  long-range  national  objective,  on  the  basis  of  the  con- 
tinuing review  and  judgment  of  professional  peer  review  organiza- 
tions, with  respect  to  the  most  effective  use  of  resources  for  treating 
renal  disease ;  and  provide  for  studies  of  alternative  ways  to  improve 
the  program  and  for  regular  reporting  to  the  Congress  on  the  renal 
disease  program.  The  summary  presented  below  briefly  outlines  the 
principal  features  of  the  bill  as  reported  under  the  general  headings 
referred  to  above. 

INCENTIVES  FOR  USE  OF  SELF-DIALYSIS 

Your  committee's  bill  includes  several  provisions  designed  to  pro- 
vide incentives  for  more  extensive  use  of  lower  cost,  medically  ap- 
propriate self-care  dialysis  settings.  Although  the  cost  of  treatment 
in  self -dialysis  settings  is  considerably  less  for  the  program  than 
facility  dialysis,  there  has  been  a  steady  decline  in  the  percentage 
of  patients  on  home  dialysis.  Experience  indicates  that  one  of  the 
more  important  reasons  for  this  decline  is  the  existence  of  financial 
disincentives,  resulting  from  the  benefit  structure  of  the  medicare 
program,  for  patients  to  undertake  self -dialysis.  The  bill,  therefore, 
modifies  present  law  to  eliminate  these  disincentives  by: 

1.  Providing  for  the  waiver  of  the  3-month  waiting  period 
under  present  law  for  a  beneficiary  who  enters  a  self-care  train- 
ing program  prior  to  the  end  of  the  third  month  after  the  month 
his  regular  course  of  dialysis  begins : 

2.  Providing  for  the  coverage  of  disposable  supplies  (such  as 
syringes,  needles,  and  sterile  drapes)  required  for  the  effective 
performance  of  home  dialysis ; 
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3.  Providing  coverage  for  periodic  supportive  services,  includ- 
ing emergency  visits  and  servicing  of  dialysis  equipment,  fur- 
nished by  facilities  to  individuals  dialyzing  at  home ; 

4.  Providing  coverage  for  services  of  a  self -care  dialysis  unit 
maintained  by  a  renal  dialysis  facility ;  and 

5.  Authorizing  full  reimbursement  to  facilities  for  dialysis 
equipment  purchased  by  facilities  for  the  exclusive  use  of  patients 
dialyzing  at  home. 

ELIMINATE  DISINCENTIVES  TO  TRANSPLANTATION 

Your  committee's  bill  includes  several  provisions  designed  to  elimi- 
nate those  disincentives  to  transplantation  related  to  limitations  in  the 
entitlement  requirements  of  present  law  which  expose  transplant  can- 
didates to  significant  financial  risk.  Thus,  the  bill  provides  for : 

1.  Coverage  for  a  transplant  patient  beginning  with  the  month 
he  is  hospitalized,  without  regard  to  the  waiting  period  of  present 
law,  if  transplant  surgery  takes  place  within  that  month  or  the 
following  2  months ; 

2.  Extension  of  the  period  of  medicare  coverage  for  patients 
who  undergo  transplantation  from  12  months  (under  present 
law)  to  36  months ; 

3.  Immediate  resumption  of  coverage,  without  a  waiting  period, 
whenever  a  transplant  fails ;  and 

4.  Coverage  for  expenses  incurred  by  live  kidney  donors,  in- 
cluding the  period  of  the  donor's  recovery. 

REIMBURSEMENT  METHODS 

In  order  to  assure  more  cost-effective  reimbursement  for  dialysis 
services  furnished  to  renal  disease  patients,  your  committee's  bill  pro- 
vides for  the  implementation  of  incentive  reimbursement  methods  for 
services  furnished  by  renal  dialysis  facilities  to  patients  dialyzing  in 
the  facility  or  at  home.  Under  the  bill,  such  methods  may  include  pro- 
spectively set  rates,  a  system  for  classifying  comparable  facilities,  the 
use  of  target  rates  (adjusted  for  regional  differences)  with  provision 
for  sharing  savings  attributable  to  efficient  and  effective  delivery  of 
services,  and  other  incentives  to  efficient  performance.  (The  Secretary 
may  use  competitive-bid  procedures,  prenegotiated  rate  procedures  or 
such  other  procedures  as  he  finds  feasible  and  appropriate  in  establish- 
ing the  home  dialysis  target  rates.) 

Your  committee's  bill  also  clarifies  present  law  concerning  the  alter- 
native reimbursement  methods  available  to  physicians  with  respect  to 
services  provided  in  connection  with  routine  maintenance  dialysis 
episodes. 

PEER  REVIEW  OF  SELF-DIALYSIS  AND  TRANSPLANTATION 

Your  committee's  bill  assigns  responsibility  to  renal  disease  network 
peer  review  organizations  for  establishing  goals  for  the  identification 
and  placement  of  suitable  candidates  in  self -care  settings  and  trans- 
plantation, and  for  assessing  the  performance  of  facilities  in  meeting 
these  goals.  The  bill  also  establishes  a  long-range  national  objective, 
utilizing  the  experience  and  recommendations  of  professional  peer 
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review  organizations,  with  respect  to  the  use  of  self-dialysis  settings 
and  transplantation  by  suitable  candidates. 

STUDIES,  REPORTS,  AND  ADMINISTRATION 

Your  committee's  bill  requires  the  Secretary  to  conduct  experiments 
and  studies  on  ways  to  reduce  program  costs,  without  impairing  the 
quality  of  care,  including  studies  relating  to  the  reuse  of  dialysis  filters 
and  the  use  of  dietary  controls,  to  increase  public  participation  in  organ 
donation  programs,  and  to  assess  alternative  ways  of  financing  renal 
disease  services.  The  bill  also  requires  the  Secretary  to  submit  an  annual 
report  to  the  Congress  on  the  cost  and  operation  of  the  program,  and 
on  developments  with  respect  to  basic  and  applied  research  in  the  field 
of  renal  disease.  Under  the  bill,  the  Secretary  is  authorized  to  develop 
appropriate  administrative  structures  and  arrangements  to  carry  out 
his  responsibilities. 

MINOR  AND  TECHNICAL  AMENDMENTS 

Your  committee's  bill  amends  the  entitlement  provisions  of  present 
law  to  clarify  the  intent  that  individuals  with  end-stage  renal  disease 
are  deemed  to  satisfy  the  requirements  relating  to  disability  bene- 
ficiaries. The  bill  also  provides  that  the  Administrator  of  the  Health 
Care  Financing  Administration  shall  serve,  in  lieu  of  the  Commis- 
sioner of  Social  Security,  as  the  Secretary  of  the  Board  of  Trustees  of 
the  Hospital  Insurance  and  Supplementary  Medical  Insurance  Trust 
Funds. 

III.  General  Statement 

EXPLANATION,  JTJSTIEICATION,  AND  COMPARISON  WITH  PRESENT  LAW 

A.  Incentives  for  use  of  self-dialysis 

Your  committee's  bill  includes  several  provisions  designed  to  pro- 
vide incentives  for  more  extensive  use  of  lower  cost,  medically  appro- 
priate self -care  dialysis  settings.  Although  dialysis  can  be  performed 
in  either  the  home  or  in  an  institutional  setting,  the  choice  of  dialysis 
location  has  significant  cost  implications.  The  cost  of  home  dialysis  is 
considerably  less  than  institutional  dialysis.  Studies  indicate  that  the 
current  annual  cost  of  home  dialysis  ranges  from  $8,000  to  $12,000 
while  the  annual  cost  of  institutional  dialysis  ranges  from  over  $15,000 
to  $30,000.  Thus,  the  cost  of  facility  dialysis  is  generally  twice  the 
cost  of  home  dialysis.  Moreover,  increased  use  of  home  dialysis  creates 
the  potential  for  significant  reductions  in  the  need  for  capital  invest- 
ment in  facilities  and  personnel. 

However,  since  1972,  the  year  in  which  the  medicare  renal  disease 
program  was  enacted,  there  has  been  a  steady  decline  in  the  percentage 
of  patients  on  home  dialysis.  According  to  the  National  Dialysis  Reg- 
ister, over  40  percent  of  the  total  patients  on  dialysis  were  dialyzing 
at  home  in  1972.  By  the  beginning  of  1975,  the  percentage  on  home 
dialysis  had  declined  to  25  percent;  and,  according  to  data  just  re- 
leased by  the  Department  the  decline  has  continued — as  of  calendar 
year  1976,  according  to  this  data,  less  than  10  percent  of  dialysis 
patients  are  on  home  dialysis.  While  various  reasons  for  this  decline 
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have  been  offered  (including  changes  in  the  patient  population  under 
treatment,  professional  disinterest  in  encouraging  home  dialysis,  and 
increased  access  to  institutional  facilities),  the  evidence  suggests  that 
one  of  the  major  reasons  is  the  existence  of  financial  disincentives  for 
patients  to  undertake  self-care  dialysis. 

At  the  same  time  that  the  use  of  home  dialysis  has  been  declining, 
renal  disease  program  costs  have  been  rising  at  a  significantly  higher 
rate  than  forecast.  Current  estimates  furnished  by  the  Department  in- 
dicate that  renal  disease  program  costs  for  fiscal  year  1978  will  be  $0.9 
billion  and  will  increase  substantially  in  subsequent  years.  The  follow- 
ing table  furnished  to  your  committee  by  the  Department  illustrates 
the  anticipated  increases : 

Estimate  of  annual  benefits  paid 

Benefits  in 

Fiscal  year :  billions 

1980   $1.3 

1982    1.9 

1987    3.6 

1992   6.3 

Moreover,  the  patient  population  for  which  these  costs  would  be  in- 
curred is  a  relatively  small  one.  As  of  March  1977,  about  36,000  renal 
disease  patients  were  covered  by  the  program.  The  rate  of  increase  in 
enrolled  beneficiaries  is  about  4  percent  per  year  and  is  expected  to 
decline  to  about  one-half  of  1  percent  by  1985.  Thus,  it  is  estimated 
that  the  program  will  have  an  enrolled  renal  population  of  approxi- 
mate^ 60,000  by  1986  and  a  stable  population  of  about  75,000  by  the 
year  2000. 

While  it  is  true  that  the  high  cost  of  the  program  is,  in  part,  a  reflec* 
tion  of  the  costly  technology  required  for  treatment,  and  the  need  in 
most  cases  for  lifetime  care,  it  is  generally  agreed  that  rising  program 
costs  are  also  a  reflection  of  disincentives  in  the  program  to  the  use  of 
lower  cost  self-dialysis  procedures  and  settings.  Your  committee  be- 
lieves that  appropriate  incentives  for  more  cost-effective  use  of  self- 
care  dialysis  settings  can  help  significantly  to  contain  rising  program 
costs  without  impairing  the  quality  or  availability  of  needed  services. 


WAIVER  OF  3 -MONTH  WAITING  PERIOD  FOR  SELF -CARE  TRAINING 


Your  committee's  bill  would  provide  for  waiver  of  the  waiting 
period  under  present  law  in  the  case  of  an  individual  who  partici- 
pates in  a  self-care  training  program  prior  to  the  end  of  the  third 
month  after  the  month  he  initiates  a  regular  course  of  dialysis. 

Under  present  law,  a  renal  disease  patient  under  age  65  becomes 
entitled  to  medicare  benefits  beginning  with  the  first  day  of  the  third 
month  after  the  month  a  course  of  dialysis  is  initiated.  This  3-month 
waiting  period  discourages  prompt  entry  into  a  self-care  training 
program  since  the  beneficiary  would  also  have  to  bear  the  additional 
cost  of  this  training  out-of-pocket.  Moreover,  once  adjusted  to  facility 
dialysis,  patients  are  often  reluctant  to  make  the  change  to  self -care 
dialysis. 

Your  committee  believes  that  this  provision  will  help  to  overcome 
the  reluctance  on  the  part  of  many  beneficiaries  to  undertake  self- 
dialysis  training.  However,  it  is  expected  that  the  Secretary  will  take 
appropriate  steps  to  assure  that  it  is  understood  the  waiver  is  intended 
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for  those  individuals  who  can  be  reasonably  expected  to  complete  the 
training  program  and,  on  completion,  to  enter  into  a  self-dialysis 
setting. 

Coverage  of  s-up  plies  necessary  to  perform  home  dialysis 

Your  committee's  bill  provides  coverage  for  all  supplies,  including 
disposable  supplies,  required  for  the  effective  performance  of  home 
dialysis. 

Under  present  lav.  home  dialysis  results  in  a  substantially  larger 
out-of-pocket  expense  to  the  patient  than  facility  dialysis.  This  is  so 
because  under  the  existing  medicare  benefit  structure  certain  expenses 
that  are  covered  in  an  institutional  setting  are  not  covered  at  the 
patient's  home.  Where  dialysis  is  done  in  a  facility,  for  example,  dis- 
posable items  and  supplies  which  are  necessary  for  the  performance  of 
dialysis  ( such  as  syringes,  alcohol  wipes,  sterile  drapes,  needles,  topical 
anesthesias,  and  rubber  gloves)  and  various  types  of  supportive  equip- 
ment are  covered.  When  dialysis  is  performed  at  home,  these  items — 
which  represent  as  much  as  15  percent  of  costs  incurred  by  beneficiaries 
who  self-dialyze  at  home — are  not  covered  and  the  patient  must  pay  for 
them  out  of  his  personal  funds. 

Although  it  has  been  argued  that  coverage  of  disposable  items  and 
supplies  for  renal  patients  would  represent  a  departure  from  tradi- 
tional medicare  coverage  provisions,  there  is  a  precedent  for  such 
coverage  in  the  current  provision  of  medicare  law  under  which  all 
colostomy  supplies,  including  disposables,  are  covered.  The  reason  for 
extpnding  coverage  in  both  of  these  cases  is  the  unique  nature  of  the 
medical  procedures  involved  and  the  indispensable  and  continuing 
need  for  the  supplies  in  the  effective  management  of  the  patient's  care. 
Moreover,  your  committee  believes  that  coverage  of  such  items  and 
supplies  in  the  case  of  renal  disease  patients  would  eliminate  a  signifi- 
cant disincentive  to  home  dialysis. 

COVERAGE  OF  HOME  DIALYSIS  SUPPORT  SERVICES 

Your  committee's  bill  provides  coverage  for  periodic  support  serv- 
ices, to  the  extent  permitted  in  regulations,  furnished  by  a  renal  dia- 
lysis facility  or  hospital  to  an  individual  dialyzing  at  home.  Such 
support  services  could  include  periodic  monitoring  of  the  patient's 
adaptation  to  self-dialysis,  emergency  visits  where  necessary,  help 
in  the  installation  and  maintenance  of  dialysis  equipment  and  any 
additional  supportive  services  the  Secretary  determines  will  be  useful 
in  helping  patients  to  remain  on  home  dialysis. 

Under  present  law.  mechanisms  do  not  exist  to  either  monitor  actual 
home  dialysis  performance  or  provide  backup  professional  and  main- 
tenance assistance  in  the  home.  If  trained  technical  personnel  (func- 
tioning under  physician  supervision)  were  permitted  to  periodically 
observe  the  patient's  management  of  his  dialysis,  assist  with  difficult 
access  situations,  or  occasionally  function  as  a  dialysis  assistant,  incen- 
tives to  continued  use  of  home  dialysis  would  result  by  precluding 
the  need  for  unnecessary  inpatient  treatment  or  backup  institutional 
dialysis.  [Moreover,  help  in  maintaining  equipment  is  generallv  re- 
garded as  a  vital  element  in  the  overall  effort  to  assist  those  beneficiar- 
ies who  might  otherwise  become  discouraged  by  the  problems  and  ex- 
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pense  involved  in  servicing  their  own  equipment  to  remain  on  home 
dialysis. 

COVERAGE  FOR  SERVICES  OF  A  SELF-CARE  DIALYSIS  UNIT 

Your  committee's  bill  provides  for  reimbursement  of  facilities  for 
the  maintenance  of  a  self-dialysis  unit  in  which  a  paitent  can  manage 
his  own  treatment  with  a  lesser  degree  of  ongoing  medical  supervision 
and  assistance  of  ancillary  personnel  than  is  required  for  full  care 
maintenance  dialysis.  Under  the  bill,  a  self -dialysis  unit  must,  at  a 
minimum,  furnish  the  services,  equipment,  and  supplies  needed  for 
self -care  dialysis,  have  patient-staff  ratios  which  are  appropriate  to 
self -dialysis  (allowing  for  such  appropriate  lesser  degree  of  ongoing 
medical  supervision  and  assistance)  and  meet  such  other  requirements 
as  the  Secretary  may  prescribe  with  respect  to  the  quality  and  cost- 
effectiveness  of  services. 

Your  committee  recognizes  that  many  patients  who  are  otherwise 
highly  motivated  to  undertake  self-dialysis  are  unable  to  do  so  be- 
cause of  physical  or  social  circumstances  in  the  home  environment. 
For  such  patients  the  only  alternative  usually  available  to  them  at 
present  is  full  care  maintenance  dialysis  in  an  institutional  setting. 
Your  commitee  has,  therefore,  included  in  the  bill  a  provision  which 
encourages  the  use  of  self-care  stations  in  renal  dialysis  facilities. 
Under  the  bill,  the  Secretary  would  be  authorized  to  define  what 
constitutes  self -care  dialysis  outside  the  home  setting  and  to  identify 
the  institutional  settings  in  which  it  can  be  appropriately  performed. 
In  defining  appropriate  self -care  dialysis  settings,  your  committee  ex- 
pects the  Secretary  to  identify  those  factors  which  differentiate  full- 
care  dialysis  from  self -care  dialysis — for  example,  staff-to-patient  ra- 
tios. In  addition,  the  definition  of  self -care  dialysis  should  specify 
the  types  of  support  services  the  facility  is  required  to  provide  as  an 
integral  part  of  self -care,  as  well  as  those  services  which  are  not  re- 
quired but  which  would  be  considered  an  acceptable  part  of  self -care 
for  reimbursement  purposes. 

Your  committee  does  not  intend  that  there  be  a  proliferation  of 
underutilized  self-care  units.  Thus,  your  committee  expects  that  the 
Secretary  will  apply  minimum  utilization  requirements  and  will  take 
appropriate  steps  to  assure  himself  that  a  need  exists  for  the  unit 
before  authorizing  its  reimbursement. 

REIMBURSEMENT  TO  FACILITIES  FOR  REASONABLE  COST  OF  DIALYSIS 
EQUIPMENT  FOR  HOME  DIALYSIS  PATIENTS 

Your  committee's  bill  authorizes  the  Secretary,  pursuant  to  agree- 
ments with  approved  renal  dialysis  facilities,  to  reimburse  such  facili- 
ties for  the  full  reasonable  cost  of  the  purchase,  installation,  mainte- 
nance and  reconditioning  for  subsequent  reuse  of  artificial  kidney  and 
automated  dialysis  peritoneal  machines  (including  supporting  equip- 
ment) which  are  reserved  for  the  exclusive  use  of  entitled  renal  dis- 
ease patients  dialyzing  at  home.  In  order  to  waive  the  coinsurance 
amount  the  Secretary  would  be  required  to  assure  by  formal  agree- 
ment that  the  provider  or  facility  will:  (a)  Use  the  equipment  only 
for  home  dialysis  patients;  (b)  recondition  the  equipment,  as  needed, 
for  reuse  by  other  home  dialysis  patients;  (c)  provide  full  access  for 
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the  Secretary  to  all  records  and  information  relating  to  the  purchase, 
maintenance  and  use  of  the  equipment;  and  (d)  submit  such  reports 
as  the  Secretary  may  require  with  respect  to  the  management  and  use 
of  the  equipment.  Supporting  equipment  would  include  blood  pumps, 
heparin  pumps,  bubble  detectors,  other  alarm  systems  and  such  other 
items  as  the  Secretary  may  determine  are  medically  necessary. 

Under  present  law,  medicare  can  provide  for  either  purchase  or 
rental  of  durable  medical  equipment.  In  cases  of  purchases  of  more 
than  $50,  medicare  reimbursement  is  generally  made  in  monthly  in- 
stallments equivalent  to  the  amounts  that  would  have  been  paid  had 
the  equipment  been  rented.  The  payments  are  continued  for  as  long  as 
the  equipment  is  needed  or,  in  the  case  of  purchase,  until  the  total 
of  the  monthly  installments  equals  80  percent  of  the  purchase  price. 
The  patient  is,  of  course,  expected  to  pay  for  20  percent  of  the  cost  of 
the  equipment. 

In  the  case  of  a  $5,000  dialysis  machine,  this  provision  makes  patient 
purchase  nearly  impossible.  In  this  example,  the  patient  would  be 
faced  with  financing  the  total  cost  of  the  machine  and  being  reim- 
bursed by  medicare  for  $4,000  of  the  cost  in  small  monthly  payments. 
The  result  is  that  few  home  dialysis  patients  purchase  their  own 
equipment.  Instead,  patients  rent  equipment.  Some  rental  charges 
are  now  running  more  than  $300  per  month.  In  addition,  maintenance 
charges  by  equipment  companies  appear  to  be  significantly  higher  than 
the  cost  to  facilities  to  repair  their  own  equipment.  Examples  provided 
to  your  committee  show  that  in  many  cases,  within  iy2  to  2  years,  the 
patient  and  medicare  will  often  pay  in  rent  an  amount  equal  to  the 
total  purchase  price  of  the  equipment.  While  many  rental  contracts 
provide  for  the  servicing  of  the  equipment  and  a  lowering  of  the  rent 
and/or  an  option  to  buy  after  several  years,  the  fact  remains  that 
medicare  rental  payments  are  generally  many  times  the  purchase  price 
of  the  equipment. 

While  it  is  difficult  to  estimate  precisely  the  program  saving  that 
might  be  expected  to  result  from  direct  purchase,  data  submitted  to 
your  committee  indicate  that  annual  savings,  even  assuming  the  pres- 
ent proportion  of  patients  on  home  dialysis,  could  be  as  high  as  $3 
million.  Your  committee  wishes  to  emphasize,  however,  that  such 
savings  are  attainable  on  the  assumption  that  the  equipment  approved 
for  purchase  is  neither  extravagant  nor  excessive.  It  is  expected,  there- 
fore, that  the  Secretary  will  develop  appropriate  criteria  and  proce- 
dures to  assure  that  such  equipment  as  is  approved  for  purchase  will 
be  limited  to  equipment  that  is  sufficient  for  the  medical  purposes 
required  and  that  facilities  exercise  prudence  and  sound  business  prac- 
tices in  the  purchase  of  such  equipment. 

But  perhaps  even  more  important  than  the  direct  dollar  savings 
projected  on  these  purchases  would  be  the  removal  of  this  significant 
financial  disincentive  to  home  dialysis.  Your  committee  believes  that 
the  larger  savings  that  would  accrue  to  the  program  from  increased 
use  of  home  dialysis  warrant  the  use  of  an  arrangement  under  which 
approved  facilities  purchase  and  maintain  dialysis  equipment  exclu- 
sively for  the  use  of  patients  dialyzing  at  home.  Moreover,  utilizing 
such  arrangements  with  approved  facilities  will  assure  the  most  effec- 
tive, continued  use  of  this  sophisticated  technology  throughout  its  use- 
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f ul  life  and  a  greater  degree  of  professional  supervision  over  the  med- 
ical management  of  the  patient's  home  care. 

The  cost  of  a  kidney  transplant  now  runs  between  $20,000  and  $25,- 
000.  A  successful  patient  would  then  incur  costs  of  about  $3,000  in  the 
first  year  following  transplantation  for  drugs  and  physician  services, 
and  between  $1,000  and  $2,000  a  year  thereafter.  Slightly  over  3,000 
patients  (about  10  percent  of  the  rental  patient  population)  attempted 
transplantation  in  1976,  and  many  nephrologists  believe  that  with 
appropriate  encouragement  that  figure  could  be  significantly  increas- 
ed. Your  committee  believes  that  the  elimination  of  these  disincentives 
is  essential  to  assure  that  patients  have  the  opportunity  to  make  this 
important  medical  choice  unencumbered  by  financial  considerations 
imposed  by  the  coverage  provisions  of  medicare. 

COVERAGE  BEGINNING  WITH  MONTH  OF  HOSPITALIZATION 

Your  committee's  bill  modifies  present  law  by  beginning  coverage 
for  a  transplant  patient  with  the  month  of  hospitalization  if  the 
surgery  takes  place  within  the  following  2  months,  rather  than  the 
following  1  month  as  under  present  law.  Transplantation  is  a  two-step 
process :  First,  the  removal  of  the  diseased  kidney ;  second,  the  implan- 
tation of  a  new  kidney  which,  in  some  cases,  may  not  take  place  for 
as  long  as  6  to  8  weeks  after  the  first  step.  A  2-month  provision  would 
assure  equitable  coverage  of  all  transplant  patients. 

POST-TRANSPLANT  COVERAGE  EXTENDED  TO  3  6  MONTHS 

Your  committee's  bill  would  extend  the  period  of  medicare  coverage 
for  patients  who  undergo  transplantation  from  12  to  36  months. 

Under  present  law,  medicare  entitlement  for  a  transplant  patient 
terminates  at  the  end  of  the  12th  month  following  transplantation. 
However,  a  great  many  transplants  have  not  stabilized  or  cannot  be 
deemed  successful  after  12  months.  As  a  result,  many  patients  are 
either  hospitalized  or  undergoing  intensive  out-patient  treatment  for 
rejection  episodes  during  or  shortly  after  the  twelfth  month,  at  the 
very  time  their  medicare  benefits  are  being  terminated.  Moreover,  even 
successful  transplant  patients  incur  substantial  medical  costs  directly 
related  to  the  transplant  for  several  years  following  the  surgery, 
although  the  heaviest  costs  are  incurred  in  the  first  three  years.  Your 
committee's  bill  would  alleviate  this  problem  by  assuring  a  sufficient 
period  of  post-transplant  coverage  to  preclude  such  devastating  finan- 
cial crises. 

IMMEDIATE  RESUMPTION  OF  COVERAGE  WITHOUT  A  WAITING  PERIOD  IF 

TRANSPLANT  FAILS 

Under  present  law,  a  patient  whose  transplant  fails  after  his  entitle- 
ment ends  is  liable  for  the  substantial  costs  associated  both  with  the 
failure  of  the  transplant  and  any  dialysis  required  during  the  waiting 
period  before  medicare  coverage  resumes.  Your  committee's  bill  elimi- 
nates this  disincentive  by  providing  for  the  immediate  resumption  of 
medicare  coverage  whenever  a  transplant  is  rejected. 
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CLARIFY  PRESENT  LAW  RELATING  TO  EXPENSES  INCURRED  BY 
KIDNEY  DONORS 

Your  coramittee's  bill  clarifies  the  Secretary's  authority  under  pres- 
ent law  to  provide  reimbursement  for  the  costs  incurred  in  connection 
with  kidney  donations.  Your  committee  believes  that  such  a  policy  is 
essential  both  to  assure  a  continued  supply  of  live  donor  organs  and 
to  take  into  account,  in  the  medicare  reimbursement  system,  appropri- 
ate medical  costs  related  to  organ  procurement  (which  cannot  always 
be  assigned  to  a  particular  beneficiary),  including  a  donor's  post- 
operative recovery  costs. 

C.  Reimbursement  Methods 

When  the  Congress  enacted  the  renal  disease  program  in  1972,  it 
did  so  in  full  recognition  of  the  fact  that  substantial  difficulties  would 
be  encountered  in  the  development  of  equitable  reimbursement  policies. 
Little  data  was  then  available  either  on  treatment  costs  or  on  pre- 
vailing charges.  Moreover,  there  was  a  great  variety  of  arrangements 
through  which  services  in  the  relatively  new  field  of  renal  dialysis 
were  rendered.  As  a  result,  the  Congress  authorized  the  Secretary  to 
develop  and  apply  reimbursement  policies  and  procedures  on  the  basis 
of  evolving  experience.  Based  on  this  extensive  program  experience 
your  committee  believes  that  several  changes  that  would  result  in  more 
cost-effective  reimbursement  can  be  made  both  in  the  method  for  pay- 
ing facilities  for  dialysis  services  rendered  to  patients  dialyzing  in  the 
facility,  and  in  the  method  by  which  payment  is  made  for  expenses  in- 
curred by  patients  dialyzing  at  home  under  the  supervision  of  approved 
facilities.  In  addition.*  your  committee  believes  that  it  is  now  appro- 
priate to  clarify  present  law  relating  to  the  alternative  reimbursement 
methods  available  to  physicians  with  respect  to  services  provided  in 
connection  with  routine  maintenance  dialysis  episodes. 

Clarify  present  law  relating  to  alternative  reimbursement  methods  for 
phys icia ns *  serv ices 

Your  commit ee?s  bill  clarifies  the  Secretary's  authority  under  pres- 
ent law  to  provide  reimbursement  for  physicians'  services  in  connec- 
tion with  routine  maintenance  dialysis  in  accordance  with  alternative 
reimbursement  methods. 

Under  present  program  policies,  physicians  have  a  choice  between 
two  methods  for  receiving  reimbursement  for  routine  maintenance 
dialysis  services.  Under  one  method,  the  physician  can  bill  the  medicare 
program  reasonable  charges  for  all  emergency  services  he  furnishes 
during  a  maintenance  dialysis  episode  :  the  physician  looks  to  the  facil- 
ity for  pavment  for  Ms  routine  dialysis  services  and  the  facility  is 
reimbursed  for  these  pavment s  by  the  program. 

The  second  method,  called  "comprehensive  reimbursement/'  provides 
for  pavment  of  a  reasonable  charge  for  all  medical  services  furnished 
to  a  maintenance  dialvsis  patient  during  a  month,  other  than  inpatient 
hospital  services  and  services  not  related  to  the  patient's  renal  problem 
that  require  extra  visits.  (Reasonable  charges  for  these  latter  services 
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may  be  billed  separately.)  About  one-fourth  of  all  nephrologists  have 
elected  this  method  of  reimbursement. 

Your  committee  believes  that  the  use  of  these  optional  reimbursement 
methods  is  consistent  with  the  congressional  intent  to  develop  reim- 
bursement methods  and  procedures  designed  to  address  the  unique 
circumstances  involved  in  the  provision  of  maintenance  dialysis  serv- 
ices. 

INCENTIVE  REIMBURSEIMEXT  ^METHOD  FOR  SERVICES  FTRXISHED  BY 
REXAL  DIALYSIS  FACILITIES  TO  PATTEXTS  DIALYZIXG  IX  THE  FACILITY 

Your  committee's  bill  modifies  present  lav  to  provide  for  the  imple- 
mentation of  an  incentive  reimbursement  system  with  respect  to  dialy- 
sis services  furnished  by  facilities  to  patients  dialyzing  in  the  facility. 
Under  the  bill,  the  Secretary  would  be  required  to  promulgate  regula- 
tions providing  (as  part  of  the  reimbursement  system)  for  the  imple- 
mentation of  appropriate  incentives  for  encouraging  more  efficient 
and  effective  delivery  of  dialysis  services,  including  (to  the  extent  and 
in  such  combination  as  he  determines  feasible) .  the  use  of  prospective- 
ly set  rates,  a  system  for  classifying  comparable  facilities,  target  rates 
with  arrangements  for  sharing  such  reductions  in  cost  as  may  be  at- 
tributable to  more  efficient  and  effective  delivery  of  services,  and  such 
other  incentives  as  he  finds  will  encourage  more  cost-effective  delivery 
consistent  with  quality  care.  The  incentive  reimbursement  system, 
which  may  be  established  on  a  cost-related  or  other  equitable  and 
economically  efficient  basis,  would  beeome  effective  with  respect  to  a 
facility's  first  accounting  period  occurring  on  or  after  October  1.  1978. 
The  bill  authorizes  the  Secretary  to  prescribe  in  regulations  such 
methods  and  procedures  as  are  necessary  to  determine  costs  incurred 
in  furnishing  renal  dialysis  services  and  to  determine  amounts  pay- 
able in  accordance  with  the  incentive  reimbursement  system.  Moreover, 
such  regulations,  in  the  case  of  services  furnished  by  proprietary  fa- 
cilities may  include,  if  the  Secretary  finds  it  feasible  and  appropriate, 
provision  for  recognition  of  a  reasonable  rate  of  return  on  equity 
capital,  providing  such  rate  of  return  does  not  exceed  the  rate  current- 
ly provided  for  in  the  Social  Security  Act  for  other  proprietary  institu- 
tions participating  in  the  medicare  program. 

In  addition,  the  bill  clarifies  the  Secretary's  authority  under  present 
law  to  (a)  require  facilities  reimbursed  on  a  cost-related  basis  to  agree 
not  to  charge  beneficiaries  more  for  covered  services  they  provide  than 
the  applicable  deductible  and  coinsurance  amounts,  and  (b)  to  provide 
for  reimbursement  to  hospitals  for  their  costs  attributable  to  pay- 
ments made  to  an  organ  procurement  agency  or  histocompatibility 
laboratory  in  amounts  that  may  not  exceed  costs  incurred  by  that  agen- 
cy or  laboratory.  The  bill  further  provides  that  renal  dialysis  facilities 
reimbursed  on  a  cost-related  basis  will  have  the  same  appeal  rights 
hospitals  and  other  providers  of  services  now  have  under  medicare 
when  a  disagreement  results  with  respect  to  program  reimbursement. 

The  two  criticisms  most  often  made  of  the  present  "reasonable 
charges''  method  for  reimbursing  renal  dialysis  facilities  is  that  (1)  it 
does  not  permit  the  program  to  effectively  adjust  payment  limits  as 
prices  and  circumstances  vary  or  as  now  facilities  come  into  operation : 
and  (2)  it  allows  facilities  to  receive  reimbursement  based  on  their 
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own  charges  regardless  of  the  relationship  to  cost.  Although  the  con- 
gressional intent  at  the  time  of  enactment  was  to  provide  for  the  devel- 
opment of  a  "charges  related  to  reasonable  cost"  method,  this  intent 
was  not  sufficiently  clarified  in  congressional  reports,  and  efforts  by  the 
Secretary  to  obtain  appropriate  cost,  data  from  some  facilities  in  ac- 
cordance with  this  intent  have  been  challenged.  Your  committee  be- 
lieves that  in  view  of  the  rising  cost  of  the  program,  provision  needs  to 
be  made  for  a  reimbursement  method  for  renal  dialysis  facilities  which 
permits  the  development  of  reasonable  upper  limits  on  program  reim- 
bursement and  provides  incentives  to  economize. 

Your  committee's  bill  addresses  these  problems  directly  by  provid- 
ing for  the  implementation  of  an  incentive  reimbursement  method  the 
design  of  which  will  encourage  facilities  to  deliver  services  on  a  cost- 
effective  basis.  To  an  increasing  degree,  congressional  attention  has 
been  focused  on  the  need  to  develop  prospective  reimbursement  meth- 
ods and  target  rates  to  encourage  more  efficient  management  of  health 
facilities  and  to  stimulate  better  planning  in  the  delivery  of  services. 
The  method  included  in  your  committee's  bill  reflects  this  general 
philosophy :  it  provides  for  the  use  of  prospectively  set  rates  and  for 
the  use  of  arrangements  under  which  efficiently  managed  facilities 
may  share  in  the  savings  they  produce. 

Although  the  bill  authorizes  the  use  of  various  types  of  incentives 
for  more  efficient  delivery  of  services,  your  committee  recognizes  that 
some  testing  and  phasing-in  of  these  incentives  may  be  necessary. 
Thus,  the  bill  authorizes  the  implementation  of  such  incentives  in  such 
combination  and  in  accordance  with  such  timing  as  the  Secretary  finds 
administratively  feasible,  consistent  with  the  intent  to  establish  an 
incentive  reimbursement  system. 

Consistent  with  the  provision  for  cost-related  reimbursement,  the 
bill  reaffirms  the  Secretary's  authority  to  reimburse  a  facility  for 
furnishing  covered  services  under  the  program  only  if  the  facility 
accepts  such  payment  as  payment  in  full,  except  for  applicable  de- 
ductible and  coinsurance  aniounts.  The  facility  could,  of  course,  charge 
the  beneficiarv  or  other  third-party  payers  for  noncovered  services. 
Your  committee  expects  that  the  Secretary  will  request  renal  dialysis 
facilities  to  furnish  such  reports  and  information  concerning  the  costs 
of  their  operations  and  their  compliance  with  such  other  require- 
ments relating  to  program  participation  as  are  specified  in  the 
Social  Securitv  Act  and  regulations  promulgated  in  accordance 
with  it.  including  notification  to  the  Secretary  if  a  facility  can  no 
longer  meet  the  conditions  for  participation  as  an  approved  supplier 
or  if  it  contemplates  the  expansion  or  addition  of  services.  These 
requirements  will  help  assure  the  orderly  expansion  of  facility  treat- 
ment resources  and  prevent  wasteful  duplication  of  services  by  pre- 
cluding expansion  without  the  express  approval  of  the  Secretary. 
Your  committee  believes  these  requirements  should  help  to  restrain 
the  cost  escalation  of  the  program  by  assuring  maximum  utilization 
of  existing  facilities,  personnel,  and  equipment. 

Your  committee  realizes  that  disputes  may  arise  with  respect  to 
determinations  of  the  costs  incurred  by  renal  dialysis  facilities  and 
the  amounts  pavable  under  the  program.  The  medicare  intermediary 
appeals  process  should  suffice  to  resolve  disputes  involving^  small 
amounts.  Where  the  amounts  in  controversy  are  substantial— >10,'A>0 
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or  more  for  an  individual  facility,  or  $50,000  or  more  in  the  aggregate 
for  a  group  of  facilities — your  committee  has  provided  that  renal  dial- 
ysis facilities  may  appeal  to  the  Provider  Reimbursement  Review 
Board. 

Under  present  law,  pretransplant  services  furnished  by  organ  pro- 
curement agencies  and  histocompatibility  laboratories  are  reimbursed 
as  inpatient  hospital  services  at  the  time  of  transplantation.  This  policy 
has  been  effective  in  providing  coverage  of  pretransplant  services ;  how- 
ever, it  has  not  provided  the  program  with  adequate  fiscal  controls. 
For  example,  when  an  organ  procurement  agency  provides  a  kidney 
to  a  transplant  hospital,  it  is  billed  to  the  hospital  directly  and  the 
components  of  the  charge  are  not  subject  to  the  review  of  the  medicare 
intermediary  as  are  other  services  provided  directly  by  the  hospital. 
In  addition,  a  kidney  may  be  handled  by  several  agencies  before  it  is 
delivered  to  the  transplant  hospital  and  each  agency  will  add  an 
amount  to  the  charge  which  is  not  necessarily  related  to  the  cost  of 
processing  the  kidney.  The  bill,  therefore,  provides  for  reimbursement 
of  organ  procurement  agency  and  histocompatibility  laboratory  serv- 
ices on  a  reasonable  cost  basis. 

In  implementing  this  provision,  your  committee  expects  the  Sec- 
retary to  apply  recognized  principles  of  cost  reimbursement,  obtain 
periodic  cost  reports,  and  provide  for  an  intermediary  hearing  for  an 
agency  or  laboratory  which  disagrees  with  a  cost  determination. 
Your  committee  also  expects  that  the  services  of  these  agencies  will 
continue  to  be  reimbursed  through  the  hospital ;  however,  in  view  of 
the  evolving  relationships  in  this  particular  field,  the  Secretary  may 
institute,  if  he  finds  it  appropriate,  a  system  whereby  such  agencies 
are  reimbursed  directly  for  their  services. 

The  bill  authorizes  the  Secretary  to  develop  and  apply  appropriate 
requirements  with  respect  to  providers  of  services  and  renal  dialysis 
facilities  furnishing  dialysis  and  transplant  services.  Your  committee 
expects  that  the  Secretary  will  develop,  in  addition  to  such  require- 
ments as  are  currently  applicable  with  respect  to  such  providers  and 
facilities,  appropriate  requirements  relating  to  the  provision  of  self- 
dialysis  services  in  a  self-care  dialysis  unit  and  home  dialysis  support 
services  furnished  by  a  provider  or  facility. 

INCENTIVE  REIMBURSEMENT  METHOD  FOR  SERVICES  FURNISHED  BY  A  RENAL 
DIALYSIS  FACILITY  TO  PATIENTS  DIALYZING  AT  HOME  UNDER  THE  FACIL- 
ITY'S SUPERVISION 

Your  committee's  bill  would  provide  for  the  implementation  of  an 
incentive  reimbursement  system  with  respect  to  payment  for  the  dialy- 
sis of  patients  dialyzing  at  home  under  the  supervision  of  a  facility. 
Under  the  bill,  the  Secretary  would  be  authorized  to  provide  for  pay- 
ment on  the  basis  of  a  target  reimbursement  rate  for  home  dialysis 
for  all  necessary  home  dialysis  medical  supplies,  equipment,  and 
supportive  services  (including  the  services  of  qualified  home  dialysis 
aides) ,  as  the  medically  necessary  to  enable  patients  to  continue  dialyz- 
ing in  the  home  setting.  Payment  would  be  made  to  the  facility  which 
is  supervising  the  patient's  home  care  and  is  willing  to  assume  respon- 
sibility for  obtaining  the  necessary  equipment,  arranging  for  its  main- 
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tenance.  purchasing  medical  supplies,  and  arranging  for  the  provision 
of  needed  supportive  services. 

In  establishing  the  home  dialysis  target  rate  (which  would  be 
adjusted  for  regional  differences),  the  Secretary  would  include  his 
estimate  of  the  cost  of  providing  medically  necessary  home  dialysis 
supplies  and  equipment  (including  such  medically  necessary  routine 
laboratory  services  as  are  required)  ;  an  allowance,  in  an  amount  de- 
termined by  the  Secretary,  to  cover  the  cost  of  providing  personnel 
to  aid  in  home  dialysis :  and  an  allowance,  in  an  amount  determined 
by  the  Secretary,  to  cover  the  facility's  administrative  costs  and  to 
provide  an  incentive  for  the  efficient  delivery  of  home  dialysis ;  but  in 
no  event  may  the  target  rate  exceed  70  percent  of  the  national  average 
reimbursement  rate  (i.e.,  the  average  amount  approved  by  medicare 
before  application  of  the  coinsurance  requirement),  adjusted  for  re- 
gional variations,  for  institutional  maintenance  dialysis  in  the  preced- 
ing fiscal  year.  Any  target  rate  so  established  for  a  calendar  year  would 
not  be  subject  to  renegotiation  during  that  year.  Moreover,  in  estab- 
lishing such  a  rate,  the  Secretary  would  be  authorized  to  utilize  a 
competitive-bid  procedure,  a  prenegotiated  rate  procedure,  or  any 
other  procedure  he  determines  is  appropriate  and  feasible. 

The  implementation  of  a  home  dialysis  target  rate  addresses  the 
critical  problem  of  encouraging  more  efficient  delivery  (and  more 
effective  supervision)  of  home  dialysis  services.  Because  of  their  re- 
sponsibilities for  overseeing  home  patients  and  their  desire  to  budget 
moneys  as  adequately  as  possible  to  provide  all  the  services  they  deem 
necessary  for  their  patient  population,  your  committee  believes  that 
facilities  would  have  an  incentive  under  this  method  to  exercise  addi- 
tional restraints  on  home  dialysis  costs  by  implementing  more  effec- 
tive purchasing  procedures  for  supplies  and  equipment  and  by  more 
rigorously  assessing  the  actual  need  for  particular  services.  More- 
over, all  necessary  services,  supplies,  and  equipment  to  perform  home 
dialysis  would  be  controlled  under  one  account  maintained  by  the 
facility,  thereby  improving  the  program's  ability  to  accurately  iden- 
tify home  dialysis  costs,  evaluate  the  effectiveness  of  facility  manage- 
ment of  home  care,  and  provide  realistic  incentives  for  cost-effective 
delivery  of  services. 

Such  a  reimbursement  method  offers  other  significant  advantages. 
In  order  to  qualify  for  reimbursement  under  this  method,  a  facility 
would  have  to  assume  full  responsibility  for  the  supervision  of  patients 
dialyzing  at  home.  This  should  facilitate  improved  supervision  of  the 
care  rendered  to  home  patients.  Moreover,  since  the  supervising  physi- 
cian at  the  facility  would  have  the  flexibility  to  use  the  reimburse- 
ment for  home  dialysis  patients  in  the  manner  he  determines  would  be 
most  appropriate  medically  for  each  particular  patient,  more  effective 
management  of  patient  care  is  possible. 

While  recognizing  that  this  method  represents  a  new  and  innovative 
approach  to  the  management  and  reimbursement  of  home  dialysis 
services,  your  committee  believes  it  offers  an  opportunity  both  for  facil- 
ities and  patients  to  effect  economies,  while  at  the  same  time  maintain- 
ing a  high  level  of  quality  care.  The  concept  of  an  incentive  target  rate 
encompasses  both  of  these  ideas.  Your  committee  expects,  therefore, 
that  the  Secretary  will  implement  this  reimbursement  system  pru- 
dently with  due  regard  for  the  need  to  carefully  assess  its  effects  and 
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to  assure  that  services  rendered  meet  the  tests  of  medical  necessity  and 
reasonableness. 

On  the  other  hand,  it  is  not  the  committee's  intent  that  the  target 
rates  be  automatically  reduced  in  cases  where  facilities  have  demon- 
strated effective  performance,  but  rather  that  such  rates  be  designed  so 
as  to  assure  efficient  facilities  of  an  incentive  to  continue  to  deliver 
services  on  an  efficient  basis.  Thus,  in  developing  the  target  rates, 
your  committee  expects  that  the  Secretary  will  take  into  account  the 
differential  in  the  costs  involved  in  the  use  of  peritoneal  dialysis,  as 
well  as  regional  variations  in  the  provision  of  home  dialysis  services 
generally,  with  a  view  to  achieving  the  purpose  of  increased  and  more 
effective  utilization  of  the  home  dialysis  setting. 

D.  Peer  Review  and  Program  Goals  for  Patients  on  Self-Dialysis 
Your  committee's  bill  assigns  responsibility  to  the  network  peer 
review  organizations  for  encouraging  the  use  of  those  treatment 
settings  most  compatible  with  the  successful  rehabilitation  of  the 
patient,  for  establishing  network  goals  for  the  identification  and 
placement  of  suitable  candidates  in  self-care  settings  and  transplanta- 
tion, and  for  assessing  the  performance  of  facilities  in  meeting  these 
goals.  Under  the  bill,  each  renal  disease  network  and  its  medical 
review  board  would  be  responsible  for — 

(a)  Developing,  on  the  basis  of  normative  data  derived  from  the 
renal  disease  medical  information  system  and  criteria  and  standards 
developed  within  the  network,  network  goals  relating  to  the  quality 
and  appropriateness  of  patient  care,  including  goals  with  respect  to 
the  appropriate  proportion  of  network  patients  dialyzing  in  self -care 
settings  and  undergoing  transplantation ; 

(h)  Evaluating  the  procedures  by  which  facilities  in  the  network 
assess  the  appropriateness  of  patients  for  proposed  treatment 
modalities ; 

(c)  Identifying  facilities  that  are  not  cooperating  towards  meeting 
network  goals  and  assisting  them  to  develop  plans  for  correction ;  and 

(d)  Submitting  an  annual  report  to  the  Secretary  on  the  network's 
performance  in  meeting  its  goals,  including  data  on  the  comparative 
performance  of  facilities  with  respect  to  the  placement  of  suitable 
candidates  in  self-care  settings  and  transplantation,  and  the  identifica- 
tion of  those  facilities  that  have  consistently  failed  to  cooperate  with 
network  goals;  and  recommendations  with  respect  to  the  need  for 
additional  or  alternative  services  or  facilities  in  the  network  in  order 
to  meet  the  network  goals. 

The  Secretary  would  evaluate  the  adequacy  of  each  network's  goals, 
in  relation  to  the  national  objective  (as  described  below),  and  the  per- 
formance of  the  network  in  meeting  these  goals,  and  may  recommend 
such  modifications  in  the  goals  and  the  methods  for  achieving  them  as 
lie  deems  appropriate.  Where  the  Secretary  determines,  on  the  basis  of 
the  data  contained  in  the  network's  annual  report,  that  a  facility  has 
consistently  failed  to  cooperate  with  network  plans  and  g-oals,  he  may 
terminate  or  withhold  certification  of  such  facility,  with  respect  to 
payment  for  renal  disease  services,  until  he  determines  that  such  fa- 
cility is  making  reasonable  and  appropriate  efforts  to  cooperate  with 
the  network's  plans  and  goals.  Similarlv,  the  Secretary  would  be 
authorized  to  terminate  or  withhold  certification  of  a  facility  which, 
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having  been  designated  as  a  site  for  a  self -care  dialysis  training  pro- 
gram, fails  to  provide  the  required  self -care  dialysis  training. 

The  bill  establishes  as  the  national  objective  with  respect  to  the 
appropriate  proportion  of  patients  in  self -dialysis  settings  and  trans- 
plantation that  a  majority  of  new  patients  being  accepted  for  end- 
stage  renal  disease  treatment  should  be  in  self-care  dialysis  settings 
or  be  transplanted.  The  bill  further  requires  that  the  Secretary  shall, 
after  consultation  with  appropriate  professional  and  network  orga- 
nizations, and  after  taking  into  account  available  evidence  relating 
to  developments  in  research,  treatment  methods,  and  technology, 
periodically  evaluate  and,  when  he  determines  necessary,  recommend 
revision  of  the  national  objective  to  the  Congress. 

In  addition,  the  Secretary  would  be  required,  in  determining  whether 
to  certify  additional  facilities  or  expansion  of  existing  facilities  with- 
in a  network,  to  take  into  account  the  network's  goals  and  perform- 
ance as  reflected  in  the  network's  annual  report,  and  to  assure  himself 
that  where  a  network  has  a  low  home  dialysis  treatment  percentage, 
such  percentage  can  be  satisfactorily  justified  before  certifying  addi- 
tional beds  or  facilities. 

The  continuing  decline  in  the  proportion  of  renal  patients  on  home 
dialysis  represents,  in  the  view  of  many  nephrologists,  a  dangerous 
trend.  Apart  from  the  serious  fiscal  implications  of  the  decline,  these 
nephrologists  argue  that  the  increased  reliance  on  facility  dialysis  is 
creating  a  passive,  dependent  generation  of  patients,  unwilling  to 
assume  any  responsibility  for  the  management  of  their  own  care  or 
the  direction  of  their  lives.  While  recognizing  that  home  dialysis  is 
not  suitable  for  a  substantial  number  of  renal  patients,  they  nonethe- 
less argue  that  it  is  medically  feasible  for  anywhere  from  30  to  50 
percent  of  renal  patients  to  manage  dialysis  at  home. 

Your  committee  believes  that  peer  review  of  decisions  on  the  treat- 
ment modality  is  desirable,  and  that  the  development  of  a  long-range 
national  objective  for  increased  use  of  self -dialysis  and  transplanta- 
tion is  warranted  in  view  of  the  decline  in  the  percentage  of  patients 
now  dialyzing  at  home  and  past  disincentives  to  the  use  of  trans- 
plantation. Moreover,  your  committee  is  persuaded  that  reasonable 
goals  can  be  defined  realistically — and  adjusted  in  accordance  with 
experience — and  that  peer  review  is  an  appropriate  mechanism  for 
attaining  them. 

The  formulation  of  a  national  objective  with  respect  to  the  use  of 
treatment  resources  and  the  placement  of  suitable  candidates  in  self- 
care  settings  does  not  imply  any  governmental  intervention  into  the 
patient-physician  decisionmaking  process  in  any  given  case.  On  the 
contrary,  it  is  your  committee's  intent  that  such  decisions  remain,  as 
they  have  always  been,  in  the  hands  of  patients  and  their  physicians 
and  that  the  evaluation  of  the  procedures  for  making  such  decisions 
rest  with  appropriate  peer  review  organizations.  The  stipulation  of 
a  national  objective  represents  an  intent  to  assure  that  such  evalua- 
tions take  place  on  a  continuing  basis  and  that  they  reflect  the  most 
responsible  planning  and  judgment  with  respect  to  the  best  possible 
use  of  alternative  resources,  consistent  with  the  safety  and  well-being 
of  renal  patients.  Moreover,  the  national  objective  so  formulated, 
while  reflecting  a  high  degree  of  professional  consensus  on  what  is 
potentially  attainable,  will  be  periodically  reviewed  in  the  light  of 
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changing  circumstances  and  knowledge,  and  can  be  revised  as  that 

knowledge  and  experience  dictates. 

E.  Studies,  Reports  and  Administration 

EXPERIMENTS  AND  STUDIES 

Your  committee's  bill  requires  the  Secretary  to  conduct  the  follow- 
ing studies  and  experiments:  (a)  pilot  projects  relating  to  the  use  of 
durable  medical  equipment  by  renal  disease  patients;  (b)  experiments 
and  studies  to  evaluate  methods  for  reducing  the  costs  of  the  renal 
disease  program,  including  experimentation  with  reimbursement  for 
home  dialysis  aides  and  evaluations  of  the  cost-saving  potential  of  the 
reuse  of  dialysis  filters,  and  the  use  of  methods  of  dietary  control;  (c) 
studies  of  methods  to  increase  public  participation  in  kidney  and  other 
organ  donation  programs ;  (d)  a  study  of  reimbursement  for  physician 
services  furnished  to  renal  patients;  and  (e)  a  study  of  possible  ways 
to  assist  renal  patients  not  eligible  for  medicare  to  meet  their  medical 
care  costs.  The  Secretary  would  be  required  to  submit  the  results  of 
these  studies  and  experiments,  along  with  any  recommendations  for 
legislative  changes,  to  the  Congress  by  October  1,  1978. 

There  is  widespread  agreement  on  the  need  for  further  study  and 
experimentation  with  a  variety  of  issues  relating  to  more  cost-effective 
measures  for  providing  renal  disease  treatment.  Many  of  these  issues, 
such  as  the  reuse  of  dialysis  niters  and  the  utilization  of  dietary  con- 
trols, are  matters  involving  differing  professional  judgments,  and  it  is 
expected  that  the  Secretary  will  employ  the  services  of  the  appropriate 
professional  disciplines  in  conducting  these  experiments.  In  particular, 
your  committee  expects  that  the  experiments  relating  to  dietary  control 
will  use  the  expertise  of  registered  dietitians  and  of  board-certified 
nephrologists  who  devote  a  substantial  part  of  their  professional  prac- 
tice to  problems  of  patients  with  end-stage  renal  disease. 

Your  committee  recognizes  that  major  obstacles  to  the  increased  use 
of  transplantation  is  the  problem  of  an  adequate  supply  of  suitable 
organs.  Due  to  lack  of  public  understanding  of  the  need  for  organ 
donation,  each  year  thousands  of  cadaver  organs  that  are  suitable  for 
transplantation  are  not  used.  Your  committee  believes,  therefore,  that 
there  is  a  need  to  find  ways  to  increase  public  participation  in  organ 
donation  programs. 

ANNUAL  REPORT  ON  RENAL  DISEASE  PROGRAM 

Your  committee's  bill  requires  the  Secretary  to  submit  a  report  on 
the  renal  diease  program  to  the  Congress  on  October  1,  1978,  and  on 
October  1  of  each  year  thereafter.  This  report  is  to  include  data  and 
information  on  program  experience,  operations  and  cost,  as  well  as 
information  on  the  results  of  cost-saving  experiments  and  research  into 
the  causes,  prevention,  and  treatment  of  renal  disease. 

ADMINISTRATION 

Your  committee's  bill  clarifies  present  law  by  explicitly  authorizing 
the  Secretary  to  establish  appropriate  organizational  and  informa- 
tional structures  to  effectively  administer  the  program,  including  renal 
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disease  network  areas,  network  organizations  to  assure  professional 
participation,  and  a  renal  disease  medical  information  system.  The 
bill  also  provides  authority  for  the  Secretary  to  develop  mechanisms, 
consistent  with  the  responsibilities  assigned  to  network  organizations 
and  their  medical  review  boards,  for  the  coordination  of  network  plan- 
ning and  quality  assurance  activities  with  other  health  planning  and 
peer  review  activities  authorized  under  the  Xational  Health  Planning 
and  Eesources  Development  Act  (PL  93-641)  and  the  Professional 
Standards  Eeview  Organization  provisions  of  the  Social  Security  Act 
and  for  the  exchange  of  aggregate  data  and  information  among  these 
organizations. 

Some  concern  has  been  expressed  about  the  extent  of  the  Secretary's 
authority  under  present  law  to  establish  the  necessary  administrative 
structures  in  the  renal  disease  networks  to  assure  professional  partic- 
ipation in  the  planning  and  review  of  network  goals  and  performance. 
The  intent  of  the  bill  is  to  eliminate  this  uncertainty.  It  is  also  your 
committee's  intent  that  medical  data  derived  from  this  program  be 
governed  by  the  same  policies  with  respect  to  the  confidentiality  of 
individual  medical  records  as  are  applicable  under  present  law. 

F.  Minor  and  Technical  Amendments 

Your  committee's  bill  includes  two  minor  changes  in  the  rules  con- 
cerning entitlement  to  end-stage  renal  disease. 

First,  your  committee  has  deleted  the  requirement  in  present  law 
that  an  individual  be  under  65  years  of  age  to  qualify  as  a  renal 
disease  beneficiary.  This  provision  has  caused  hardship  in  cases  where 
the  onset  of  renal  disease  was  after  65  and  entitlement  could  only  be 
based  on  the  work  of  another  related  individual.  The  committee's 
proposed  change,  of  course,  would  not  affect  the  entitlement  of  indi- 
viduals to  medicare  based  on  their  own  work,  nor  would  it  impose  a 
3-month  waiting  period  for  entitlement  to  renal  disease  benefits  on 
such  individuals. 

Second,  the  committee  has  clarified  the  intent  of  present  law  that 
individuals  with  end-stage  renal  disease  be  deemed  to  satisfy  the 
entitlement  requirements  applicable  to  medicare  disability  bene- 
ficiaries. 

Your  committee  recognizes  that  renal  disease  is  a  progressive  dis- 
ease :  and  that  in  many  cases,  it  may  be  difficult  to  decide  whether  or 
when  maintenance  dialysis  treatments  should  be  initiated,  and  the 
exact  point  at  which  a  "person  with  a  severe  kidney  disorder  can  be 
determined  to  have  end-stage  renal  disease  and  thus  be  entitled  to 
medicare  protection.  In  the  medical  community,  decisions  as  to  appro- 
priate treatment,  including  the  point  at  which  maintenance  dialysis 
is  initiated,  may  be  subject  to  change  over  time  in  the  light  of  im- 
proved understanding  of  the  disease. ^Your  committee  therefore  recog- 
nizes that  there  is  a  need  for  some  flexibility  in  policies  concerning 
entitlement,  termination,  and  ./or  reentitlement  to  medicare.  Your  com- 
mittee expects  the  Secretary  to  be  guided  in  establishing  the  necessary 
rules  not  onlv  by  the  need  for  flexibility,  but  by  the  basic  purpose  of 
the  ESRD  program,  which  is  to  relieve  individuals  of  the  catastrophic 
costs  associated  with  the  treatment  of  this  disease. 
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Your  committee's  bill  also  makes  a  change  in  the  structure  of  the 
Hospital  and  the  Supplementary  Medical  Insurance  Trust  Funds' 
Boards  of  Trustees  by  replacing  the  Commissioner  of  Social  Security 
with  the  Administrator  of  the  Health  Care  Financing  Administration 
as  the  Secretary  of  both  Boards.  Such  a  change  was  made  necessary 
by  the  reorganization  of  the  Department  of  Health,  Education,  and 
Welfare  as  a  result  of  which  responsibility  for  the  administration  of 
medicare  program  was  transferred  from  the  Social  Security  Adminis- 
tration to  the  Health  Care  Financing  Administration. 

IV.  Cost  of  Carrying  Out  the  Bill  and  Effect  on  the  Revenues 

In  compliance  with  clause  7  of  rule  XIII  of  the  Rules  of  the  House 
of  Representatives,  your  committee  states  that  the  Health  Care  Financ- 
ing Administration  of  the  Department  of  Health,  Education,  and 
Welfare  has  informed  the  committee  that  it  "anticipates  that  the 
accrued  savings  that  will  be  realized  as  a  result  of  increased  dialysis  in 
the  home  setting  will  offset  the  cost  of  the  incentives  included  in  the 
bill.  As  greater  percentages  of  new  patients  enter  home  dialysis,  there 
is  a  potential  for  savings  in  future  years."  Your  committee  concurs 
with  the  Department's  estimate. 

In  compliance  with  subdivision  (C)  of  clause  (2)  (1)  (3)  of  rule  XI 
of  the  Rules  of  the  House  of  Representatives,  your  committee  states 
that  the  statement  relative  to  the  estimated  costs  of  carrying  out  the 
bill  by  the  Director  of  the  Congressional  Budget  Office  was  requested 
but  has  not  been  timely  submitted  to  the  committee  for  inclusion  in 
the  report. 

V.  Other  Matters  To  Be  Discussed  Under  the  House  Rules 

VOTE  OF  THE  COMMITTEE 

In  compliance  with  subdivision  (B)  of  clause  2(1)  (2)  of  rule  XI 
of  the  Rules  of  the  House  of  Representatives,  the  following  statement 
is  made  relative  to  the  vote  of  the  committee  on  the  motion  to  report 
the  bill.  The  bill,  H.R.  8423,  was  ordered  favorably  reported  by  a 
voice  vote. 

OVERSIGHT  FINDINGS 

In  compliance  with  subdivision  (A)  of  clause  2(1)  (3)  of  rule  XI 
of  the  Rules  of  the  House  of  Representatives,  the  following  statement 
is  made  relative  to  oversight  findings  by  your  committee. 

In  recent  years,  your  committee's  Subcommittees  on  Health  and 
Oversight  have  conducted  extensive  examinations  of  the  cost  and 
operation  of  the  medicare  end-stage  renal  disease  program.  The  Over- 
sight Subcommittee  held  several  hearings  on  the  program  during  the 
months  of  June,  July,  and  December  1975.  In  addition  to  obtaining 
data  on  the  scope,  cost,  and  administration  of  the  program,  the  sub- 
committee received  comments  on  several  bills  before  the  health  sub- 
committee which  would  amend  the  program.  The  subcommittee  was 
also  assisted  in  its  review  by  the  General  Accounting  Office  and  its 
report.,  "Treatment  of  Chronic  Renal  Failure:  Dialysis,  Transplant, 
Costs  and  the  Need  for  More  Vigorous  Efforts,"  June  24,  1975. 
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The  oversight  subcommittee's  report  of  October  22,  1975,  on  the 
renal  disease  program  identified  a  number  of  significant  problems — 
including  the  problems  of  rising  costs,  declining  use  of  self-dialysis, 
disincentives  to  transplantation,  insufficient  program  controls  over  the 
expenditure  of  funds  and  inadequate  application  of  peer  review  mech- 
anisms to  assure  effective  use  of  treatment  resources — and  suggested 
a  variety  of  remedies  for  these  persistent  difficulties.  This  report 
suggested  that  the  health  subcommittee  review  the  issues  and  undertake 
consideration  of  appropriate  legislative  changes  in  the  program. 

Subsequently,  the  health  subcommittee  conducted  public  hearings 
on  proposals  to  amend  the  renal  disease  provisions  of  medicare  law. 
The  issues  identified  in  these  several  hearings,  and  presented  for 
consideration  in  legislative  proposals  and  the  GAO  report,  have  been 
addressed  by  your  committee  in  this  bill. 

NEW  BUDGETARY  AUTHORITY  AXD  TAX  EXPENDITURES 

With  respect  to  subdivision  (B)  of  clause  2(1)  (3)  of  rule  XI  of 
the  Rules  of  the  House  of  Representatives,  your  committee  states 
that  the  changes  made  in  present  law  by  this  bill  involve  no  new 
budgetary  authority  or  new  or  increased  tax  expenditures. 

OVERSIGHT   BY    C03IMITTEE   OX    GOVERNMENT  OPERATIONS 

With  respect  to  subdivision  (D)  of  clause  2(1)  (3)  of  rule  XI  of 
the  Rules  of  the  House  of  Representatives,  your  committee  advises 
that  no  oversight  findings  or  recommendations  have  been  submitted 
to  your  committee  by  the  Committee  on  Government  Operations  with 
respect  to  the  subject  matter  contained  in  the  bill. 

INFLATIONARY  IMPACT 

In  compliance  with  clause  2(1)  (4)  of  rule  XI  of  the  Rules  of 
the  House  of  Representatives,  your  committee  states  that  the  changes 
made  in  existing  law  by  this  bill  would  not  have  an  inflationary  impact 
on  prices  and  costs  in  the  operation  of  the  national  economy.  It  is 
your  committee's  belief  that  the  improvements  that  would  be  made 
by  the  bill  in  the  operation  of  the  renal  disease  program  will  in  fact 
significantly  restrain  the  inflationary  trend  evident  in  this  program  in 
recent  years. 

VI.  Section-by-Section  Analysis  of  the  Bill 

Section  1 

The  first  section  of  the  bill  amends  title  II  of  the  Social  Security  Act 
by  adding  a  new  section  226A  entitled  "Special  Provisions  Relating  to 
Coverage  Under  Medicare  Program  for  End  State  Renal  Disease." 

New  section  226A(a)  extends  coverage  under  medicare  for  hospital 
insurance  and  supplementary  medical  insurance,  as  disabled  individ- 
uals, to  people  who  are  medically  determined  to  have  end  stage  renal 
disease  and  require  renal  dialysis  or  a  renal  transplant.  Such  individ- 
uals must  be  fully  or  currently  insured  under  the  Social  Security  Act 
(or  have  equivalent  railroad  employment),  or  be  entitled  to  monthly 
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social  security  or  railroad  retirement  benefits,  or  be  the  spouse  or 
dependent  child  of  an  individual  who  meets  one  of  the  last  two  require- 
ments. The  regular  medicare  coinsurance,  deductible,  and  premium 
provisions  apply  to  these  people. 

Section  226A(b)  provides  that  an  individual's  entitlement  to  medi- 
care benefits  on  the  basis  of  end  stage  renal  disease  shall  begin  with 
the  earlier  of  (A)  the  third  month  afte  the  month  in  which  a  regular 
course  of  dialysis  is  initiated,  or  (B)  the  first  month  in  which  the 
individual  is  admitted  to  an  approved  hospital  in  preparation  for  or 
anticipation  of  kidney  transplant  surgery,  provided  that  such  surgery 
occurs  m  that  month  or  in  either  of  the  next  two  months;  and  shall 
end,  in  the  case  of  an  individual  who  receives  a  kidney  transplant,  with 
the  thirty-sixth  month  after  the  month  he  receives  the  transplant,  or 
for  an  individual  who  has  not  received  a  kidney  transplant  and  no 
longer  requires  regular  dialysis,  with  the  twelfth  month  after  the 
month  in  which  the  dialysis  is  terminated. 

Section  226A(c)  (1)  waives  the  three-month  waiting  period  in  sub- 
section (b)  for  individuals  who  participate  in  an  approved  self -care 
dialysis  training  program  during  the  first  three  months. 

Section  226 A (c)  (2)  provides  immediate  medicare  entitlement  for 
individuals  who  must  initiate  or  resume  a  regular  course  of  dialysis 
because  of  kidney  transplant  failure. 

Section  2 

Section  2  of  the  bill  amends  part  C  of  title  XVIII  of  the  Social 
Security  Act  by  adding  a  new  section  1881  entitled  "Medicare  Coverage 
for  End  Stage  Kenal  Disease  Patients." 

Section  1881(a)  provides  that  individuals  otherwise  eligible  for 
medicare  benefits,  as  well  as  kidney  donors,  shall  have  the  same  bene- 
fits as  individuals  who  are  entitled  solely  because  of  section  226 A. 

Section  1881(b)  (1)  provides  that  medicare  payments  for  services 
furnished  to  individuals  determined  to  have  end  stage  renal  disease 
shall  include  payments  to  approved  providers  of  services  and  dialysis 
facilities  for  institutional  dialysis  services,  transplantation  services, 
self-dialysis  services  in  a  self-care  dialysis  unit  maintained  by  the  pro- 
vider or  facility,  and  home  dialysis  support  services  furnished  by  the 
provider  or  facility ;  and  payments  to  or  on  behalf  of  such  individuals 
for  home  dialysis  supplies  and  equipment.  The  requirements  prescribed 
by  the  Secretary  for  providers  and  facilities  furnishing  such  services 
shall  include  requirements  for  a  minimum  utilization  rate  for  covered 
procedures  and  for  self -dialysis  training  programs. 

Section  1881(b)(2)(A)  provides  that  payment  under  part  B  of 
medicare  for  dialysis  services  furnished  by  providers  of  services  and 
renal  dialysis  facilities  shall  be  equal  to  80  percent  of  the  amounts 
determined  by  the  Secretary;  payments  for  services  provided  under 
part  A  of  medicare  shall  be  determined  in  accordance  with  section 
1861  (v),  and  with  respect  to  the  procurement  of  organs  for  trans- 
plant from  organ  procurement  agencies  or  histocompatibility  labora- 
tories such  costs  shall  not  exceed  the  costs  incurred  by  the  agency  or 
laboratory.  A  renal  dialysis  facility  must  agree  to  accept  medicare 
payment  as  payment  in  full  for  covered  services,  except  for  payment 
by  the  individual  of  the  medicare  deductible  and  coinsurance  amounts. 

Section  1881(b)  (2)  (B)  provides  that  the  Secretary  shall  prescribe 
in  regulations  methods  and  procedures  to  determine  the  costs  incurred 
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by  providers  of  services  and  renal  dialysis  facilities  in  furnishing 
covered  services  to  individuals  determined  to  have  end  stage  renal  dis- 
ease, and  to  determine,  on  a  cost-related  basis  or  other  economical  and 
equitable  basis,  the  amounts  of  payments  to  be  made  for  medicare  part 
B  services.  The  regulations  shall  provide  appropriate  incentives  for 
encouraging  more  efficient  and  effective  delivery  of  services  (consist- 
ent with  quality  care),  and  shall  include,  to  the  extent  determined 
feasible  by  the  Secretary,  prospectively  set  rates,  a  system  for  clas- 
sifying comparable  providers  and  facilities,  and  target  rates  with 
arrangements  for  sharing  reductions  in  costs  that  may  be  attributable 
to  more  efficient  and  effective  delivery  of  services. 

Section  1881(b)(2)(C)  provides  that  the  Secretary  may  include 
in  regulations  recognition  of  a  reasonable  rate  of  return  on  equity 
capital  for  services  furnished  by  proprietary  providers  and  facilities, 
provided  that  the  rate  of  return  does  not  exceed  the  rate  stipulated 
in  section  1861  (v)  (1)  (B)  of  the  Social  Security  Act, 

Section  1881(b)  (2)  (D)  provides  that  a  renal  dialysis  facility  may 
appeal  to  the  Provider  Reimbursement  Review  Board. 

Section  1881(b)  (3)  provides  that  the  Secretary  may  make  payment 
for  physician  services  on  an  individual  service  basis,  or  on  the  basis 
of  an  aggregate  of  services  provided  over  a  period  of  time.  Payment 
may  be  made  on  a  comprehensive  fee  basis  for  aggregate  physician 
services  expected  to  be  or  provided  over  a  period  of  time. 

Section  1881  (b)  (4)  provides  that  the  Secretary  may  make  payment 
on  the  basis  of  a  target  reimbursement  rate  to  approved  providers 
and  renal  disease  facilities  for  the  cost  of  some  dialysis  supplies  and 
equipment  and  home  dialysis  support  services  furnished  to  patients 
dialyzing  at  home  whose  care  is  under  the  direct  supervision  of  that 
provider  or  facility. 

Section  1881  (b)(5)  provides  that  an  agreement  under  the  preceding 
paragraph  (4)  will  require  a  provider  or  facility  to  assume  full  re- 
sponsibility for  directly  obtaining  or  arranging  for :  medically  neces- 
sarv  dialysis  equipment  as  prescribed  by  the  attending  physician;  its 
maintenance  and  repair;  the  purchase  and  delivery  of  all  necessary 
medical  supplies;  the  services  of  trained  home  dialysis  aides  where 
necessary;  and  perform  all  administrative  functions  and  maintain 
information  and  records  as  the  Secretary  may  require  to  verify  these 
transactions.  Providers  or  facilities  must  also  submit  cost  reports,  data, 
and  information  that  the  Secretary  requires  with  respect  to  the  costs 
incurred  for  equipment,  supplies,  and  services  furnished  to  the  fa- 
cility's home  dialysis  patient  population,  and  must  provide  the  Secre- 
tary full  access  to  all  records,  data,  and  information  that  he  may 
require. 

Section  1881(b)(6)  requires  the  Secretary  to  establish,  for  each 
calendar  year  beginning  January  1,  1978,  a  target  reimbursement  rate 
for  home  dialysis  which  is  adjusted  for  regional  variations  in  the  cost 
of  providing  home  dialysis.  In  establishing  the  rate,  the  Secretary  will 
include  his  estimate  of  the  cost  of  providing  medically  necessary  home 
dialysis  supplies  and  equipment,  an  allowance  determined  by  the  Sec- 
retary to  cover  the  cost  of  providing  personnel  to  aid  in  home  dialysis, 
and  an  allowance  determined  by  the  Secretary  to  cover  administrative 
costs  and  to  provide  an  incentive  for  the  efficient  delivery  of  home 
dialysis.  In  no  event  may  the  target  rate  exceed  70  percent  of  the 
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national  average  payment,  adjusted  for  regional  variations,  for  a  main- 
tenance dialysis  service  furnished  in  approved  providers  and  facilities 
during  the  preceding  fiscal  year.  The  target  rate  will  not  be  subject  to 
renegotiation  throughout  the  year  for  which  it  is  established.  During 
the  last  quarter  of  each  calendar  year,  the  Secretary  will  establish  a 
home  dialysis  target  reimbursement  rate  for  the  next  calendar  year 
based  on  the  most  recent  data  available.  In  establishing  such  a  rate,  the 
Secretary  is  authorized  to  utilize  a  competitive-bid  procedure,  a  pre- 
negotiated  rate  procedure,  or  any  other  procedure  he  determines  is 
appropriate  and  feasible. 

Section  1881(b)(7)  defines  home  dialysis  supplies  and  equipment 
as  medically  necessary  supplies  and  equipment  (including  supportive 
equipment)  required  by  an  individual  with  end  stage  renal  disease  in 
connection  with  renal  dialysis  carried  out  in  the  home.  Coverage  in- 
cludes obtaining,  installing,  and  maintaining  such  equipment. 

Section  1881(b)(8)  defines  self-care  home  dialysis  support  serv- 
ices as  periodic  monitoring  of  the  patient's  home  adaptation,  includ- 
ing visits  by  qualified  provider  or  facility  personnel  in  accordance 
with  a  plan  prepared  and  periodically  reviewed  by  a  professional  team 
which  includes  the  individual's  physician;  installation  and  mainte- 
nance of  dialysis  equipment ;  testing  and  appropriate  treatment  of  the 
water;  and  additional  services  that  the  Secretary  finds  appropriate 
and  desirable. 

Section  1881  (b)  (9)  defines  a  self-care  dialysis  unit  as  a  renal  disease 
facility  or  the  distinct  part  of  a  facility  or  of  a  provider  approved  by 
the  Secretary  that  makes  self-dialysis  services  available  to  individuals 
who  have  been  trained  for  self- dialysis.  It  must,  at  a  minimum,  furnish 
the  services,  equipment,  and  supplies  needed  for  self-care  dialysis, 
have  patient-staff  ratios  appropriate  to  self -dialysis,  and  meet  other 
requirements  as  the  Secretary  may  prescribe  with  respect  to  the  quality 
and  cost-effectiveness  of  services. 

Section  1881(c)  (1)  requires  the  Secretary  to  establish  renal  disease 
network  areas,  such  network  organizations  (including  a  medical  re- 
view board  for  each  network  area)  that  he  finds  necessary,  and  a  na- 
tional end  stage  renal  disease  medical  information  system.  He  may, 
by  regulation,  provide  for  the  coordination  of  network  planning  and 
quality  assurance  activities  and  the  exchange  of  data  and  information 
among  agencies  responsible  for  health  planning  and  quality  assurance 
activities  under  Federal  law. 

Section  1881(c)  (2)  provides  that  in  addition  to  such  duties  as  may 
be  prescribed  by  the  Secretary,  the  network  organization  and  medical 
review  board  of  each  network  are  responsible  for  encouraging  the  use 
of  treatment  settings  most  compatible  with  the  successful  rehabilitation 
of  the  patient ;  developing  network  goals  for  the  quality  and  appro- 
priateness of  patient  care,  including  goals  for  the  appropriate  propor- 
tion of  network  patients  dialyzing  in  self -care  settings  and  undergoing 
or  preparing  for  transplantation ;  evaluating  the  procedures  bv  which 
facilities  and  providers  assess  the  appropriateness  of  patients  for  pro- 
posed treatment  modalities ;  identifying  the  facilities  and  providers  not 
cooperating  toward  meeting  network  goals,  requesting  their  plans  for 
correction  and  approving  or  recommending  plans  for  correction :  sub- 
mittinp-  a  report  to  the  Secretary  on  July  1  of  each  year  which  includes 
a  full  statement  of  the  network's  goals,  data  on  the  network's  per- 
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f  ormance  in  meeting  its  goals  (including  the  comparative  performance 
of  facilities  and  providers  with  respect  to  the  identification  and  place- 
meet  the  network  goals,  including  self-dialysis  training,  transplanta- 
identification  of  those  facilities  that  have  consistently  failed  to  co- 
operate with  network  goals,  and  recommendations  on  the  need  for  ad- 
ditional or  alternative  services  or  facilities  in  the  net  work  in  order  to 
meet  the  network  goals,  including  self-dialysis  training,  transplanta- 
tion, and  organ  procurement  facilities. 

Section  1881(c)  (3)  requires  the  Secretary  to  evaluate  the  adequacy 
of  each  network's  goals,  in  relation  to  the  national  objective  established 
in  paragraph  (4),  and  to  assess  the  performance  of  the  network  in 
meeting  these  goals.  He  may  recommend  appropriate  modifications  in 
the  goals  and  the  methods  for  achieving  them.  Where  he  determines,  on 
the  basis  of  data  in  the  network's  annual  report  and  other  relevant 
data,  that  a  facility  or  provider  has  consistently  failed  to  make  reason- 
able efforts  to  cooperate  with  network  plans  and  goals,  he  may  ter- 
minate or  withhold  certification  of  the  facility  or  provider  (thereby 
prohibiting  payment  for  services  furnished  by  that  facility  or  pro- 
vider to  individuals  with  end  stage  renal  disease)  until  he  determines 
that  the  provider  or  facility  is  making  reasonable  and  appropriate 
efforts  to  cooperate  with  the  network's  plans  and  goals. 

Section  1881  (c)  (1)  establishes,  as  a  national  objective,  that  a  major- 
ity of  new  patients  accepted  for  end  stage  renal  disease  treatment  be 
treated  in  self-dialysis  settings  or  be  transplanted.  The  Secretary 
shall,  after  consultation  with  appropriate  professional  and  network 
organizations,  and  after  taking  into  account  developments  in  research, 
treatment  methods,  and  technology,  periodically  evaluate  the  national 
objective  and,  when  he  determines  it  necessary,  recommend  its  revision 
to  the  Congress. 

Section  1881(c)  (5)  provides  that  the  Secretary  shall,  in  determin- 
ing whether  to  certify  additional  facilities  or  expansion  of  existing 
facilities  within  a  network,  take  into  account  the  network's  goals  and 
performance  (as  reflected  in  its  annual  report)  and  assure  himself  that 
where  a  network  has  a  low  self-dialvsis  treatment  percentage,  such 
percentage  can  be  satisfactorily  justified  before  certifying  additional 
beds  or  facilities. 

Section  1881(c)  (6)  provides  that,  based  on  the  network  reports,  the 
Secretary  shall  determine  the  extent  to  which  self -dialysis  training 
within  each  network  is  adequate.  Where  he  finds  that  self-training 
programs  in  any  network  are  insufficient  or  are  not  so  distributed 
throughout  the  network  that  they  meet  the  needs  of  individuals  with 
renal  disease,  he  shall  place  in  effect  a  program  under  which  self- 
dialvsis  training  is  provided  in  renal  disease  facilities  or  providers 
designated  by  him  for  this  purpose.  Where  a  provider  or  facility  so 
designated  is  subsequently  found  by  the  Secretary  to  have  failed  to 
provide  the  required  self -dialysis  training,  he  may  terminate  or  with- 
hold its  certification  until  it  is  in  compliance  with  the  self-dialysis 
training  requirements. 

Section  1881(d)  provides  medicare  reimbursement  (with  regard  to 
deductible,  coinsurance,  and  premium  provisions)  for  the  costs  in- 
curred by  a  kidney  donor.  Reimbursement  for  postoperative  recovery 
costs  is  limited  to  the  actual  period  of  recovery. 
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Section^  1881(e)  (1)  provides  medicare  reimbursement  (with  regard 
to  deductible  and  coinsurance  provisions)  to  approved  providers  of 
services  and  renal  dialysis  facilities  for  the  reasonable  costs  of  the 
purchase,  installation,  maintenance,  and  reconditioning  of  artificial 
kidney  and  automated  dialysis  peritoneal  machines  and  supportive 
equipment  used  exclusively  in  home  dialysis. 

m  Section  1881(c)  (2)  provides  that  providers  and  renal  dialysis  facili- 
ties purchasing  such  equipment  must  agree  to  make  the  equipment 
available  only  to  entitled  individuals  dialyzing  at  home ;  recondition 
and  modify  the  equipment  to  keep  it  functioning  properly  and  up  to 
date ;  allow  the  Secretary  full  access  to  all  records  and  information  re- 
lating to  the  purchase,  maintenance,  and  use  of  the  equipment;  and 
submit  reports,  data,  and  information  required  by  the  Secretary  re- 
garding the  cost,  management,  and  use  of  the  equipment. 

Section  1881(e)  (3)  defines  supportive  equipment  to  include  blood 
pumps,  heparin  pumps,  bubble  detectors,  other  alarm  systems,  and 
other  items  the  Secretary  determines  to  be  medically  necessary. 

Section  1881(f)  (1)  requires  the  Secretary  to  conduct  pilot  projects 
to  provide  financial  assistance  for  the  purchase  of  new  or  used  durable 
medical  equipment  to  end  stage  renal  disease  patenits  at  the  time  home 
dialysis  is  begun.  There  would  be  a  trial  period  to  assure  successful 
adaptation  to  home  dialysis  before  the  actual  purchase  of  such 
equipment. 

Section  1881  (f)  (2)  requires  the  Secretary  to  conduct  experiments  to 
evaluate  methods  for  reducing  the  costs  of  the  end  stage  renal  disease 
program.  The  experiments  are  to  include  (but  not  be  limited  to)  re- 
imbursement for  nurses,  dialysis  technicians,  and  family  members  to 
assist  with  home  dialysis  and  (where  medically  sound)  incentives  to 
home  dialysis  patients  to  clean  and  reuse  dialysis  filters. 

Section  1881  (f)  (3)  requires  the  Secretary  to  conduct  experiments  to 
evaluate  methods  of  dietary  control  for  reducing  the  costs  of  the  end 
stage  renal  disease  program,  including  (but  not  limited  to)  the  use  of 
protein-controlled  products  to  delay  the  necessity  for  or  reduce  the 
frequency  of  dialysis. 

Section  1881(f)  (4)  requires  the  Secretary  to  conduct  a  comprehen- 
sive study  of  methods  for  increasing  public  participation  in  kidney 
donation  and  other  organ  donation  programs. 

Section  1881(f)(5)  requires  the  Secretary  to  conduct  a  full  and 
complete  study  of  physician  reimbursement  for  services  furnished  pa- 
tients with  end  stage  renal  disease,  particularly  the  range  of  payments 
to  physicians  for  such  services,  the  average  amounts  of  such  payments, 
and  the  number  of  hours  devoted  to  furnishing  such  services  to  pa- 
tients at  home,  in  renal  disease  facilities,  in  hospitals,  and  elsewhere. 

Section  1881(f)(6)  requires  the  Secretary  to  conduct  a  study  of 
the  number  of  patients  with  end  stage  renal  disease  who  are  not  eligible 
for  medicare  benefits,  and  of  the  economic  impact  of  such  non- 
eligibility.  The  study  is  to  include  consideration  of  mechanisms 
whereby  governmental  and  other  health  plans  might  be  instituted 
or  modified  to  permit  the  purchase  of  actuarially  sound  coverage  for 
the  costs  of  end  stage  renal  disease. 

Section  1881(f)(7)  requires  the  Secretary  to  submit  to  Congress 
by  October  1,  1978,  a  full  report  on  the  required  experiments  and 
studies^  including  his  recommendations  for  necessary  or  desirable 
legislative  changes. 
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Section  1881(g)  requires  the  Secretary  to  submit  to  the  Congress 
annually,  beginning  October  1,  1978,  a  report  on  the  end  stage  renal 
disease  program,  including  (but  not  limited  to)  :  (1)  the  number  of 
patients,  nationally  and  by  renal  disease  network,  or  dialysis  at  home 
and  in  facilities;  (2)  the  number  of  new  patients  entering  dialysis 
at  home  and  in  facilities  during  the  year;  (3)  the  number  of  facilities 
providing  dialysis  and  the  utilization  rates  of  those  facilities;  (4)  the 
number  of  kidney  transplants,  by  source  of  donor  organ;  (5)  the 
number  of  patients  awaiting  organs  for  transplant;  (6)  the  number 
of  transplant  failures;  (7)  the  range  of  costs  of  kidney  acquisitions, 
by  type  of  facility  and  by  region ;  ( 8 )  the  number  of  facilities  pro- 
viding transplants  and  the  number  of  transplants  performed  per 
facility;  (9)  patient  mortality  and  morbidity  rates ;  (10)  the  average 
annual  cost  of  hospitalization  for  ancillary  problems  in  dialysis  and 
transplant  patients,  and  drug  costs  for  transplant  patients;  (11) 
medicare  payment  rates  for  dialysis,  transplant  procedures,  and 
physician  services,  along  with  any  changes  in  such  rates  during  the 
year  and  the  reasons  for  those  changes ;  (12)  the  results  of  cost-saving 
experiments;  (13)  the  results  of  basic  kidney  disease  research  con- 
ducted by  the  Federal  Government,  private  institutions,  and  foreign 
governments;  (14)  information  on  the  activities  of  medical  review 
boards  and  other  network  organizations;  and  (15)  estimated  pro- 
gram costs  over  the  next  five  years. 

Section  3 

Section  3  of  the  bill  makes  clerical  corrections  in  section  226(a)  and 
section  226  (e)  of  the  Social  Security  Act. 

Section  4 

Section  4(a)  of  the  bill  amends  section  1833(a)  (1)  of  the  Social 
Security  Act  to  provide  for  payment  of  benefits  under  part  B  of  title 
XVIII  with  respect  to  eligible  patients  with  end  stage  renal  disease. 

Section  4(b)  of  the  bill  makes  a  conforming  change  in  section  1833 
(a)  (2)  of  the  Social  Security  Act. 

Section  4(c)  of  the  bill  amends  section  1861  (s)  (2)  of  the  Social 
Security  Act  to  include,  under  the  definition  of  medical  and  other 
health  services,  home  dialysis  supplies  and  equipment,  self-care  home 
dialvsis  support  services,  and  self-dialysis  services. 

Section  4(d)  of  the  bill  amends  section  1866(a)  (2)  (A)  of  the  Social 
Security  Act  to  provide  for  the  computation  of  and  the  charging  of 
coinsurance  amounts  for  items  and  services  furnished  individuals  with 
end  stage  renal  disease  on  a  cost-related  basis. 

Section  5 

Section  5  of  the  bill  amends  sections  1817  and  1841  of  the  Social 
Security  Act  to  provide  that  the  Administrator  of  the  Health  Care 
Financing  Administration  shall  serve  as  the  Secretary  of  the  Board 
of  Trustees  of  the  Hospital  Insurance  and  Supplementary  Medical 
Insurance  Trust  Funds. 

Section  6 

Section  6  of  the  bill  provides  that  the  amendments  will  be  effective 
with  respect  to  services,  supplies,  and  equipment  furnished  after  the 
third  calendar  month  which  begins  after  the  date  of  the  bill's  enact- 
ment. The  amendments  providing  for  the  implementation  of  an  incen- 
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tive  reimbursement  system  will  become  effective  with  the  facility's 
first  accounting  period  which  begins  on  or  after  October  1,  1978. 

VII.  Changes  in  Existing  Law  Made  by  the  Bill,  As  Reported 

In  compliance  with  clause  3  of  rule  XIII  of  the  Rules  of  the  House 
of  Representatives,  changes  in  existing  law  made  by  the  bill,  as  re- 
ported, are  shown  as  follows  (existing  law  proposed  to  be  omitted  is 
enclosed  in  black  brackets,  new  matter  is  printed  in  italic,  existing 
law  in  which  no  change  is  proposed  is  shown  in  roman)  : 

Social  Security  Act 
******* 

TITLE  II— FEDERAL  OLD-AGE,  SURVIVORS,  AND  DIS- 
ABILITY INSURANCE  BENEFITS 

******* 

entitlement  to  hospital  insurance  benefits 

Sec  226.  (a)  Every  individual  who — 

(1)  has  attained  age  65,  and 

(2)  is  entitled  to  monthly  insurance  benefits  under  section  202 
or  is  a  qualified  railroad  retirement  beneficiary. 

shall  be  entitled  to  hospital  insurance  benefits  under  part  A  of  title 
XVIII  for  each  month  for  which  he  meets  the  condition  specified  in 
[subparagraph  ( B)  ]  paragraph  (1),  beginning  with  the  first  month 
after  June  1966  for  which  he  meets  the  conditions  specified  in  [sub- 
paragraphs (A)  and  (B)]  paragraphs  (1)  and  (#). 

******* 

[(e)  Notwithstanding  the  foregoing  provisions  of  this  section, 
every  individual  who — 

[  ( 1 )  has  not  attained  the  age  of  65 ; 

[(2)  (A)  is  fully  or  currently  insured  (as  such  terms  are  de- 
fined in  section  214  of  this  Act)  or  would  be  fully  or  currently 
insured  if  his  service  as  an  employee  ( as  defined  in  the  Railroad 
Retirement  Act  of  1974)  after  December  31,  1936,  were  included 
in  the  term  "employment"  as  defined  in  this  Act,  or  (B)  is  en- 
titled to  monthly  insurance  benefits  under  title  II  of  this  Act  or 
an  annuity  under  the  Railroad  Retirement  Act  of  1974,  or  (C) 
is  the  spouse  or  dependent  child  (as  defined  in  regulations)  of  an 
individual  who  is  fully  or  currently  insured  or  would  be  fully  or 
currently  insured  if  his  service  as  an  employee  (as  defined  in  the 
Railroad  Retirement  Act  of  1974)  after  December  31,  1936,  were 
included  in  the  term  "employment"  as  defined  in  this  Act,  or 
(D)  is  the  spouse  or  dependent  child  (as  defined  in  regulations)  of 
an  individual  entitled  to  monthly  insurance  benefits  under  title 
II  of  this  Act  or  an  annuity  under  the  Railroad  Retirement  Act 
of  1974;  and 

(3)  is  medically  determined  to  have  chronic  renal  disease  and 
who  requires  hemodialysis  or  renal  transplantation  for  such 
disease ; 
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shall  be  deemed  to  be  disabled  for  purposes  of  coverage  under  parts 
A  and  B  of  Medicare  subject  to  the  deductible,  premium,  and  cop  ay  - 
ment  provisions  of  title  XVIII. 

[(f)  Medicare  eligibility  on  the  basis  of  chronic  kidney  failure  shall 
begin  with  the  third  month  after  the  month  in  which  a  course  of  renal 
dailysis  is  initiated  and  would  end  with  the  twelfth  month  after  the 
month  in  which  the  person  has  a  renal  transplant  or  such  course  of 
dialysis  is  terminated. 

[(g)  The  Secretary  is  authorized  to  limit  reimbursement  under 
Medicare  for  kidney  transplant  and  dialysis  to  kidney  disease  treat- 
ment centers  which  meet  such  requirements  as  he  may  by  regulation 
prescribe :  Provided,  That  such  requirements  must  include  at  least  re- 
quirements for  a  minimal  utilization  rate  for  covered  procedures  and 
for  a  medical  review  board  to  screen  the  appropriateness  of  patients 
for  the  proposed  treatment  procedures.] 

[(A)](<?)  (1)  For  purposes  of  determining  entitlement  to  hospital 
insurance  benefits  under  subsection  (b)  in  the  case  of  widows  and 
widowers  described  in  paragraph  (2)  (A)  (iii)  thereof — 

(A)  the  term  "age  60'*  in  sections  202(e)  (1)  (B)  (ii)  and  202(e) 
(5),  and  the  term  "age  62"  in  sections  202(f)  (1)  (B)  (ii) ,  and  202 
(f ) (6)  shall  be  deemed  to  read  "age  65" ;  and 

(B)  the  phrase  "before  she  attained  age  60''  in  the  matter  fol- 
lowing subparagraph  (F)  of  section  202(e)  (1)  shall  be  deemed  to 
read  ''based  on  a  disability". 

(2)  For  purposes  of  determining  entitlement  to  hospital  insurance 
benefits  under  subsection  [5]  (b)  in  the  case  of  an  individual  under  age 
65  who  is  entitled  to  benefits  under  section  202,  and  who  was  entitled  to 
widow's  insurance  benefits  or  widower's  insurance  benefits  based  on 
disability  for  the  month  before  the  first  month  in  which  such  individual 
was  so  entitled  to  old-age  insurance  benefits  (but  ceased  to  be  entitled 
to  such  widow's  or  widower's  insurance  benefits  upon  becoming  entitled 
to  such  old-age  insurance  benefits) ,  such  individual  shall  be  deemed  to 
have  continued  to  be  entitled  to  such  widow's  insurance  benefits  or 
widower's  insurance  benefits  for  and  after  such  first  month. 

(3)  For  purposes  of  determining  entitlement  to  hospital  insurance 
benefits  under  subsection  [5J  (b)  any  disabled  widow  age  50  or  older 
who  is  entitled  to  mother's  insurance  benefits  (and  who  would  have 
been  entitled  to  widow's  insurance  benefits  by  reason  of  disability  if  she 
had  filed  for  such  widow's  benefits)  shall,  upon  application,  for 
such  hospital  insurance  benefits  be  deemed  to  have  filed  for  such 
widow's  benefits  and  shall,  upon  furnishing  proof  of  such  disability 
prior  to  July  1,  1974,  under  such  procedures  as  the  Secretary  may  pre- 
scribe, be  deemed  to  have  been  entitled  to  such  widow's  benefits  as  of 
the  time  she  would  have  been  entitled  to  such  widow's  benefits  if  she 
had  filed  a  timely  application  therefor. 

E(i)J  (f  )  For  entitlement  to  hospital  insurance  benefits  in  the  case  of 
certain  uninsured  individuals,  see  section  103  of  the  Social  Security 
Amendments  of  1965. 

SPECIAL  PROVISIONS  RELATING  TO  COVERAGE  UNDER  MEDICARE  PROGRAM 
FOR  END  STAGE  RENAL  DISEASE 

Sec.  226 A.  (a)  Notwithstanding  any  provision  to  the  contrary  in 
section  226  of  title  XVIII,  every  individual  who — 
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(1)  (A)  is  fully  or  currently  insured  (as  such  terms  are  defined 
in  section  214  of  this  Act)  or  would  he  fully  or  currently  insured 
if  his  service  as  an  employee  (as  defined  in  the  Railroad  Retire- 
ment Act  of  1974)  after  December  31, 1936,  tvere  included  in  the 
term  1  employment  as  defined  in  this  Act,  or  (B)  is  entitled  to 
monthly  insurance  benefits  under  title  II  of  this  Act  or  an  annu- 
ity under  the  Railroad  Retirement  Act  of  197 If,  or  (C)  is  the 
spouse  or  dependent  child  (as  defined  in  regulations)  of  an  indi- 
vidual who  is  fully  or  currently  insured  or  would  be  fully  or  cur- 
rently insured  if  his  service  as  an  employee  (as  defined  in  the 
Railroad  Retirement  Act  of  1974)  after  December  31, 1936,  were 
included  in  the  term  "employment"  as  defined  in  this  Act,  or  (D) 
is  the  spouse  or  dependent  child  (as  defined  in  regulations)  of  an 
indivdual  entitled  to  monthly  insurance  benefits  under  title  II 
of  this  Act  or  an  annuity  under  the  Railroad  Retirement  Act  of 
197 Ji ;  and 

(2)  is  medically  determined  to  have  end  stage  renal  disease, 
and  requires  renal  dialysis  or  renal  transplantation  for  such 
disease, 

shall  be  deemed  to  be  disabled  (and  to  have  satisfied  the  requirements 
of  section  226(b)  (2))  for  purposes  of  entitlement  to  benefits  under 
parts  A  and  B  of  title  XVIII,  subject  to  the  deductible,  premium,  and 
coinsurance  provisions  of  that  title. 

(b)  Subject  to  subsection  (c),  entitlement  of  an  individual  to  bene- 
fits under  parts  A  and  B  of  title  XVIII  by  reason  of  this  section  on 
the  basis  of  end  stage  renal  disease — 

(1)  shall  begin  with — 

(A)  the  third  month  after  the  month  in  which  a  regular 
course  of  renal  dialysis  is  initiated,  or 

(B)  the  first  month  in  lohich  such  individual  is  admitted 
as  an  inpatient  to  an  institution  which  is  a  hospital  meeting 
the  requirements  of  section  1861(e)  (and  such  additional 
requirements  as  the  Secretary  may  prescribe  under  section 
1881(b)  for  such  institutions)  in  preparation  for  or  antici- 
pation of  kidney  transplant  surgery,  but  only  if  such  surgery 
occurs  in  that  month  or  in  either  of  the  next  two  months, 

whichever  first  occurs  and 

(2)  shall  end,  in  the  case  of  an  individual  who  receives  a  kid- 
ney transplant,  with  the  thirty-sixth  month  after  the  month  in 
which  su-ch  individual  receives  such  transplant  or,  in  the  case  of 
an  individual  who  has  not  received  a  kidney  transplant  and  no 
longer  requires  a  regidar  course  of  dialysis,  tvith  the  twelfth 
month  after  the  month  in  which  such  course  of  dialysis  is 
terminated. 

(c)  Notwithstanding  the  provisions  of  sub section  (b)  — 

(1)  in  the  case  of  any  individual  who  participates  in  a  self- 
care  dialysis  training  program  prior  to  the  third  month  after  the 
month  in  which  such  individual  initiates  a  regular  course  of 
renal  dialysis  in  a  renal  disease  facility  or  provider  of  services 
meeting  the  requirements  of  section  1881(b),  entitlement  to  bene- 
fits shall  begin  with  the  month  in  which  such  regular  course  of 
renal  dialysis  is  initiated;  and 
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(2)  in  any  case  where  a  kidney  transplant  fails  {whether  dur- 
ing or  after  the  thirty -six-month  period  specified  in  subsection 
(b)(2))  and  as  a  result  the  individual  who  received  such  trans- 
plant initiates  or  resumes  a  regular  course  of  renal  dialysis,  such 
individual  shall  be  entitled  to  benefits  under  parts  A  and  B  of  title 
XVIII  beginning  vyith  the  month  in  which  such  failure  occurs. 

******* 

TITLE  XVIII— HEALTH  INSURANCE  FOR  THE  AGED 
AND  DISABLED 

******* 

Part  A — Hospital  Insurance  Benefits  for  the  Aged  and  Disabled 
Description  of  Program 

******* 
Sec.  1817.  (a)  *  *  * 

(b)  With  respect  to  the  Trust  Fund,  there  is  hereby  created  a 
body  to  be  known  as  the  Board  of  Trustees  of  the  Trust  Fund 
(hereinafter  in  this  section  referred  to  as  the  "Board  of  Trustees") 
composed  of  the  Secretary  of  the  Treasury,  the  Secretary  of  Labor, 
and  the  Secretary  of  Health,  Education,  and  Welfare,  all  ex  officio. 
The  Secretary  of  the  Treasury  shall  be  the  Managing  Trustee  of 
the  Board  of  Trustees  (hereinafter  in  this  section  referred  to  as 
the  "Managing  Trustee").  The  [Commissioner  of  Social  Security] 
Administrator  of  the  Health  Care  Financing  Administration  shall 
serve  as  the  Secretary  of  the  Board  of  Trustees.  The  Board  of  Trustees 
shall  meet  not  less  frequently  than  once  each  calendar  year.  It  shall 
be  the  duty  of  the  Board  of  Trustees  to — 

(1)  Hold  the  Trust  Fund; 

(2)  Report  to  the  Congress  not  later  than  the  first  day  of  April 
of  each  year  on  the  operation  and  status  of  the  Trust  Fund  dur- 
ing the  preceding  fiscal  year  and  on  its  expected  operation  and 
status  during  the  current  fiscal  year  and  the  next  2  fiscal  years; 

(3)  Report  immediately  to  the  Congress  whenever  the  Board 
is  of  the  opinion  that  the  amount  of  the  Trust  Fund  is  unduly 
small;  and 

(4)  Review  the  general  policies  followed  in  managing  the  Trust 
Fund,  and  recommend  changes  in  such  policies,  including  neces- 
sary changes  in  the  provisions  of  law  which  govern  the  way  in 
which  the  Trust  Fund  is  to  be  managed. 

The  report  provided  for  in  paragraph  (2). shall  include  a  statement  of 
the  assets  of,  and  the  disbursements  made  from,  the  Trust  Fund 
during  the  preceding  fiscal  year,  an  estimate  of  the  expected  income 
to,  and  disbursements  to  be  made  from,  the  Trust  Fund  during  the 
current  fiscal  year  and  each  of  the  next  2  fiscal  years,  and  a  statement 
of  the  actuarial  status  of  the  Trust  Fund.  Such  report  shall  be  printed 
as  a  House  document  of  the  session  of  the  Congress  to  which  the  report 
is  made. 
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Part  B — Supplementary  Medical  Insurance  Benefits  for  the 

Aged  and  Disabled 

******* 

PAYMENT  OF  BENEFITS 

Sec.  1833.  (a)  Except  as  provided  in  section  1876,  and  subject  to 
the  succeeding  provisions  of  this  section,  there  shall  be  paid  from  the 
Federal  Supplementary  Medical  Insurance  Trust  Fund,  in  the  case  of 
each  individual  who  is  covered  under  the  insurance  program  estab- 
lished by  this  part  and  incurs  expenses  for  services  with  respect  to 
which  benefits  are  payable  under  this  part,  amounts  equal  to — 

(1)  in  the  case  of  services  described  in  section  1832(a)  (1)  — 
80  percent  of  the  reasonable  charges  for  the  services ;  except  that 
(A)  an  organization  which  provides  medical  and  other  health 
services  (or  arranges  for  their  availability)  on  a  prepayment 
basis  may  elect  to  be  paid  80  percent  of  the  reasonable  cost  of 
services  for  which  pa7/ment  may  be  made  under  this  part  on 
behalf  of  individuals  enrolled  in  such  organization  in  lieu  of  80 
percent  of  the  reasonable  charges  for  such  services  if  the  orga- 
nization undertakes  to  charge  such  individuals  no  more  than  20 
percent  of  such  reasonable  cost  plus  any  amounts  payable  by  them 
as  a  result  of  subsection  (b),  (B)  with  respect  to  expenses  in- 
curred for  radiological  or  pathological  services  for  which  pay- 
ment may  be  made  under  this  part,  furnished  to  an  inpatient  of 
a  hospital  by  a  physician  in  the  field  of  radiology  or  pathology, 
the  amounts  paid  shall  be  equal  to  100  percent  of  the  reasonable 
charges  for  such  services,  (C)  with  respect  to  expenses  incurred 
for  those  physicians'  services  for  which  payment  may  be  made  un- 
der this  part  that  are  described  in  section  1862 (a)  (4) ,  the  amounts 
paid  shall  be  subject  to  such  limitations  as  may  be  prescribed  by 
regulations,  [and]  (D)  with  respect  to  diagnostic  tests  performed 
in  a  laboratory  for  which  payment  is  made  under  this  part  to  the 
laboratory,  the  amounts  paid  shall  be  equal  to  100  percent  of  the 
negotiated  rate  for  such  tests  (as  determined  pursuant  to  subsec- 
tion (g)  of  this  section),  and  (E)  loith  respect  to  services  fur- 
nished to  individuals  who  have  been  determined  to  have  end  stage 
renal  disease,  the  amounts  paid  shall  be  determined  pursuant  to 
section  1881,  and 

(2)  in  the  case  of  services  described  in  section  1832(a)(2)  — 
with  respect  to  home  health  services,  100  percent,  and  with  respect 
to  other  services  (unless  otherwise  specified  in  section  1881),  80 
percent  of — 

(A)  the  lesser  of  (i)  the  reasonable  cost  of  such  services,  as 
determined  under  section  1861  (v),  or  (ii)  the  customary 
charges  with  respect  to  such  services ;  or 

(B)  if  such  services  are  furnished  by  a  public  provider  of 
services  free  of  charge  or  at  nominal  charges  to  the  public, 
the  amount  determined  in  accordance  with  section  1814(b) 
(2) ;  or 

(C)  if  such  services  are  services  to  which  the  next  to  last 
sentence  of  section  1861  (p)  applies,  the  reasonable  charges 
for  such  services. 

****** 
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FEDERAL  SUPPLEMENTARY  MEDICAL  INSURANCE  TRUST  FUND 

Sec.  18^1.  (a)  *  *  * 

( b)  "With  respect  to  the  Trust  Fund,  there  is  hereby  created  a  body 
to  be  known  as  the  Board  of  Trustees  of  the  Trust  Fund  (hereinafter 
in  this  section  referred  to  as  the  "Board  of  Trustees)  composed  of  the 
Secretary  of  the  Treasury,  the  Secretary  of  Labor  and  the  Secretary 
of  Health,  Education,  and  Welfare,  all  ex  officio.  The  Secretary  of  the 
Treasury  shall  be  the  Managing  Trustee  of  the  Board  of  Trustees 
(hereinafter  in  this  section  referred  to  as  the  "Managing  Trustee"). 
The  [Commissioner  of  Social  Security]  Administrator  of  the  Health 
Care  Financing  Administration  shall  serve  as  the  Secretary  of  the 
Board  of  Trustees.  The  Board  of  Trustees  shall  meet  not  less  fre- 
quently than  once  each  calendar  year.  It  shall  be  the  duty  of  the  Board 
of  Trustees  to — 

(1)  Hold  the  Trust  Fund; 

(2)  Report  to  the  Congress  not  later  than  the  first  day  of  April 
of  each  year  on  the  operation  and  status  of  the  Trust  Fund  during 
the  preceding  fiscal  year  and  on  its  expected  operation  and  status 
during  the  current  fiscal  year  and  the  next  2  fiscal  years  ; 

(3)  Report  immediately  to  the  Congress  whenever  the  Board 
is  of  the  opinion  that  the  amount  of  the  Trust  Fund  is  unduly 
small ;  and 

(4)  Review  the  general  policies  followed  in  managing  the 
Trust  Fund,  and  recommend  changes  in  such  policies,  including 
necessary  changes  in  the  provisions  of  law  which  govern  the  way 
in  which  the  Trust  Fund  is  to  be  managed. 

The  report  provided  for  in  paragraph  (2)  shall  include  a  statement 
of  the  assets  of.  and  the  disbursements  made  from,  the  Trust  Fund 
during  the  preceding  fiscal  year,  an  estimate  of  the  expected  income 
to,  and  disbursements  to  be"  made  from,  the  Trust  Fund  during  the 
current  fiscal  vear  and  each  of  the  next  2  fiscal  years,  and  a  statement 
of  the  actuarial  status  of  the  Trust  Fund.  Such  report  shall  be  printed 
as  a  House  document  of  the  session  of  the  Congress  to  which  the  report 
is  made. 

*  t*  *  *  *  *  * 

Part  C — Miscellaneous  Provisions 

DEFINITION  OF  SERVICES,  INSTITUTIONS,  ETC. 

Sec.  1861.  For  purposes  of  this  title — 

Spell  of  Illness 

(a)  *  *  * 

******* 

Medical  and  Other  Health  Services 

(s)  The  term  "medical  and  other  health  services"  means  any  of  the 
following  items  or  services  : 

(1)  phvsicians'  services ; 

(2)  (A)  services  and  supplies  (including  drugs  and  biologicals 
which  cannot,  as  determined  in  accordance  with  regulations,  be 
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self -administered)  furnished  as  an  incident  to  a  physician's  pro- 
fessional service,  of  kinds  which  are  commonly  furnished  in 
physicians'  offices  and  are  commonly  either  rendered  without 
charge  or  included  in  the  physicians'  bills ; 

(B)  hospital  services  (including  drugs  and  biologicals  which 
cannot,  as  determined  in  accordance  with  regulations,  be  self- 
administered)  incident  to  physicians'  services  rendered  to  out- 
patients ; 

(C)  diagnostic  services  which  are — 

(i)  furnished  to  an  individual  as  an  outpatient  by  a  hos- 
pital or  by  others  under  arrangements  with  them  made  by  a 
hospital,  and 

(ii)  ordinarily  furnished  by  such  hospital  (or  by  others 
under  such  arrangements)  to  its  outpatients  for  the  purpose 
of  diagnostic  study ;  [and] 

(D)  outpatient  physical  therapy  services;  and 

(E)  home  dialysis  supplies  and  equipment,  self-care  home 
dialysis  support  services,  and  self-dialysis  services; 

******* 

AGREEMENTS  WITH  PROVIDERS  OF  SERVICES 

Sec.  1866.  (a)  (1)  *  *  * 

A  *  *  *  *  f  * 

(2)  (A)  A  provider  of  services  may  charge  such  individual  or  other 
person  (i)  the  amount  of  any  deduction  or  coinsurance  amount  im- 
posed pursuant  to  section  1813(a)  (1)  or  (a)  (3),  section  1833(b),  or 
section  1861  (y)  (3)  with  respect  to  such  items  and  services  (not  in 
excess  of  the  amount  customarily  charged  for  such  items  and  services 
by  such  provider) ,  and  (ii)  an  amount  equal  to  20  per  centum  of  the 
reasonable  charges  for  such  items  and  services  (not  in  excess  of  20  per 
centum  of  the  amount  customarily  charged  for  such  items  and  services 
by  such  provider)  for  which  payment  is  made  under  part  B.  In  the 
case  of  items  and  services  described  in  section  1833(c),  clause  (ii)  of 
the  preceding  sentence  shall  be  applied  by  substituting  for  20  per  cen- 
tum the  proportion  which  is  appropriate  under  such  section  {but  in 
the  case  of  items  and  services  fuimished  to  individuals  with  end-stage 
renal  disease,  an  amount  equal  to  20  percent  of  the  estimated  amounts 
for  such  items  and  services  calculated  on  the  cost-related  basis  estab- 
lished by  the  Secretary) . 

******* 

MEDICARE  COVERAGE  FOR  END  STAGE  RENAL  DISEASE  PATIENTS 

Sec.  1881.  {a)  The  benefits  provided  by  parts  A  and  B  of  this  title 
shall  include  benefits  for  individuals  who  have  been  determined  to 
have  end-stage  renal  disease  as  provided  in  section  226 A,  and  benefits 
for  kidney  donors  as  provided  in  subsection  (d)  of  this  section.  Not- 
withstanding any  other  provision  of  this  title,  the  type,  duration*  and 
scope  of  the  benefits  provided  by  parts  A  and  B  with  respect  to  in- 
dividuals  who  have  been  determined  to  have  end-stage  renal  disease 
and  who  are  entitled  to  such  benefits  without  regard  to  section  226 A 
shall  in  no  case  be  less  than  the  type,  duration,  and  scope  of  the  bene- 


35 


fits  so  provided  for  individuals  entitled  to  such  benefits  solely  by  rea- 
son of  vhat  section. 

(b)(1)  Payments  under  this  title  with  respect  to  services,  in  addition 
to  services  for  which  payment  would  otherwise  be  made  under  this 
title,  furnished  to  individuals  who  have  been  determined  to  have  end- 
s'age  renal  disease  shall  include  (A)  payments  on  behalf  of  such  in- 
dividuals to  providers  of  services  and  renal  dialysis  facilities  which 
meet  such  requirements  as  the  Secretary  shall  by  regulation  prescribe 
for-  institutional  dialysis  services,  transplantation  services,  self -dialysis 
services  in  a  self -care  dialysis  unit  maintained  by  the  provider  or  fa- 
cility, and  home  dialysis  support  services  which  are  furnished  by  the 
provider  or  facility,  and  (B)  payments  to  or  on  behalf  of  such  in- 
dividuals for  home  dialysis  supplies  and  equipment.  The  requirements 
prescribed  by  the  Secretary  under  subparagraph  (A)  shall  include 
requirements  far  a  minimum  utilization  rate  for  covered  procedures 
and  for  self -dialysis  training  programs. 

(2)  (A)  With  respect  to  payments  for  dialysis  services  furnished 
by  providers  of  services  and  renal  dialysis  facilities  to  individuals  de- 
termined to  have  end-stage  renal  disease  for  ichich  payments  may  be 
■made  under  part  B  of  this  title,  such  payments  (unless  otherwise  pro- 
vided in  this  section)  shall  be  equal  to  80  percent  of  the  amounts  de- 
termined in  accordance  with  subparagraph  (B)  ;  and  with  respect  to 
payments  for  services  for  which  payments  may  be  made  under  part  A 
of  this  title,  the  amounts  of  such  payments  (whci-h  amounts  shall  n-ot 
exceed,  in  respect  to  costs  in  procuring  organs  attributable  to  payments 
made  to  an  organ  procurement  agency  or  histocompatibility  labora- 
tory, the  costs  incurred  by  that  agency  or  laboratory)  shall  be  deter- 
mined in  accordance  with  section  1861  (v).  Payments  shall  be  made  to 
a  renal  dialysis  facility  only  if  it  agrees  to  accept  such  payments  as 
payment  in  full  for  covered  services,  except  for  payment  by  the  in- 
:ii\dual  of  20  percent  of  the  costs  for  such  services  (as  determined  in 
accordance  with  subparagraph  (B))  and  the  deductible  amount  im- 
posed by  section  1833(b). 

(B)  The  Secretary  shall  prescribe  in  regulations  any  methods  and 
procedures  to  (i)  determine  the  costs  incurred  by  providers  of  services 
and  renal  dialysis  facilities  in  furnishing  covered  services  to  individ- 
uals dete/wiined  to  have  end-stage  renal  disease,  and  (ii)  determine, 
on  a  cost-related  basis  or  other  economical  and  equitable  basis  (includ- 
ing any  basis  authorized  under  section  1861  (v)).  the  amounts  of  pay- 
ments to  be  made  for  part  B  services  furnished  by  such  providers  and 
facilities  to  such  inelividuals.  Such  regulations  shall  provide  for  the 
implementation  of  appropriate  incentives  for  encouraging  more  effi- 
cient and  effective  delivery  of  services  (consistent  with  quality  care), 
and  shall  include,  to  the  extent  determined  feasible  by  the  Secretary, 
prospectively  set  rates,  a  system  for  classifying  comparable  providers 
and  facilities,  and  target  rates  with  arrangements  for  sharing  such 
reductions  in  costs  as  may  be  attributable  to  more  efficient  and  effective 
delivery  of  services. 

( C)  Such  regulations,  in  the  case  of  services  furnished  by  proprie- 
tary providers  and  facilities  may  include,  if  the  Secretary  finds  it 
feasible  and  appropriate,  provision  for  recognition  of  a  reasonable  rate 
of  return  on  equity  capital,  provieling  such  rate  of  return,  does  not 
exceed  the  rate  of  return  stipulated  in  section  1861  (v)  (1)(B). 
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(D)  For  purposes  of  section  1878,  a  renal  dialysis  facility  shall  be 
treated  as  a  provider  of  services. 

(3)  With  respect  to  payments  for  services  furnished  by  physicians 
to  individuals  determined  to  have  end-stage  renal  disease,  the  Secretary 
may  make  payment  for  such  services  on  an  individual  service  basis 
{and  may,  in  such  case,  make  payment  on  the  basis  of  the  customary 
and  prevailing  charges  of  other  physicians  for  comparable  services) , 
or  on  the  basis  of  an  aggregate  of  services  provided  over  a  period  of 
time  (as  defined  in  regulations);  and,  with  respect  to  aggregate 
physician  services  expected  to  be  provided  over  a  period  of  time,  the 
Secretary  may  provide  for  payment  on  a  comprehensive  fee  basis. 

(4)  Pursuant  to  agreements  with  approved  providers  of  services 
and  renal  dialysis  facilities,  the  Secretary  may  make  payment  to  such 
providers  and  facilities  for  the  cost  of  home  dialysis  supplies  and 
equipment  and  home  dialysis  suppm^t  services  furnished  to  patients 
dialyzing  at  home  whose  home  dialysis  care  is  under  the  direct  super- 
vision of  such  provider  or  facility,  on  the  basis  of  a  target  reimburse- 
ment rate  (as  defined  in  paragraph  (6)). 

(5)  An  agreement  under  paragraph  (4)  shall  require  that  the  pro- 
vider or  facility  will — 

( A )  assume  full  responsibility  for  directly  ob  taining  or  arrang- 
ing for  the  provision  of — 

(i)  such  medically  necessary  dialysis  equipment  as  is  pre- 
scribed by  the  attending  physician; 

(ii)  dialysis  equipment  maintenance  and  repair  services; 
(Hi)  the  purchase  and  delivery  of  all  necessary  medical 

supplies;  and 

(iv)  where  necessary,  the  services  of  trained  home  dialysis 
aides; 

(B)  perform  all  such  administrative  functions  and  maintain 
such  information  and  records  as  the  Secretary  may  require  to 
verify  the  transactions  and  arrangements  described  in  subpara- 
graph (A)  ; 

(C)  submit  such  cost  reports,  data,  and  information  as  the 
Secretary  may  require  with  respect  to  the  costs  incurred  for 
equipment,  supplies,  and  services  furnished  to  the  facility's  home 
dialysis  patient  population;  and 

(D)  provide  for  full  access  for  the  Secretary  to  all  such  rec- 
ords, data,  and  information  as  he  may  require  to  perform  his 
fimctions  under  this  section. 

(6)  The  Secretary  shall  establish,  for  each  calendar  year,  com- 
mencing with  January  1, 1978,  a  target  reimbursement  rate  for  home 
dialysis  which  shall  be  adjusted  for  regional  variations  in  the  cost  of 
providing  home  dialysis.  In  establishing  such  a  rate,  the  Secretary 
shall  include — 

(A)  the  Secretary's  estimate  of  the  cost  of  providing  medically 
necessary  home  dialysis  supplies  and  equipment; 

(B)  an  alloivance,  in  an  amount  determined  by  the  Secretary, 
to  cover  the  cost  of  providing  personnel  to  aid  in  home  dialysis; 
and 

(C)  an  allowance,  in  an  amount  determined  by  the  Secretary, 
to  cover  administrative  costs  and  to  provide  an  incentive  for  the 
efficient  delivery  of  home  dialysis; 
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but  in  no  event  shall  such  target  rate  exceed  70  percent  of  the  national 
average  payment,  adjusted  for  regional  variations,  for  a  maintenance 
dialysis  service  furnished  in  approved  providers  and  facilities  during 
the  preceding  fiscal  year.  Any  such  target  rate  so  established  shall  be 
utilized,  without  renegotiation  of  the  rate,  throughout  the  calendar 
year  for  which  it  is  established.  During  the  last  quarter  of  each  calen- 
dar year,  the  Secretary  shall  establish  a  home  dialysis  target  reim- 
bursement rate  for  the  next  calendar  year  based  on  the  most  recent, 
data  available  to  the  Secretary  at  the  time.  In  establishing  any  rate 
under  this  paragraph,  the  Secretary  may  utilize  a  competitive-bid 
procedure,  a  prenegotiated  rate  procedure,  or  any  other  procedure 
which  the  Secretary  determines  is  appropriate  and  feasible  in  order  to 
carry  out  this  paragraph  in  an  effective  and  efficient  manner. 

(7)  For  purposes  of  this  title,  the  term  "home  dialysis  supplies  and 
equipment"  means  medically  necessary  supplies  and  equipment  (in- 
cluding supportive  equipment)  required  by  an  individual  suffering 
fronn.  end,  stage  renal  disease  in  connection  with  renal  dialysis  carried 
out  in  his  home  (as  defined  in  regulations),  including  obtaining,  in- 
stalling, and  maintain  ing  such  equipment. 

(8)  For  purposes  of  this  title,  the  term  "self -care  home  dialysis  sup- 
port services",  to  tlie  extent  permitted  in  regulations^  means — 

(A)  periodic  monitoring  of  the  patient's  home  adaptation,  in- 
cluding visits  by  qualified  provider  or  facility  personnel  (as  de- 
fined in  regulations) ,  so  long  as  this  is  done  in  accordance  with  a 
plan  prepared  and  periodically  revieioed  by  a  professional  team 
(as  defined  in  regulations)  including  the  individual's  physician; 

(B)  installation  and  maintenance  of  dialysis  equipment; 

(C)  testing  and,  appropriate  treatment  of  tlie  water;  and 

(D)  such  additional  supportive  services  as  the  Secretary  funds 
appropriate  and  desirable. 

(9)  For  purposes  of  this  title,  the  term  "self -care  dialysis  unit" 
means  a  renal  disease  facility  or  a  distinct  part  of  such  facility  or  of 
a  provider  of  services,  which  has  been  approved  by  the  Secretary  to 
make  self-dialysis  services,  as  defined  by  the  Secretary  in  regulations, 
available  to  individuals  tcho  have  been  trained  for  self-dialysis.  A  self- 
care  dialysis  unit  must,  at  a  minimum,  furnish  the  services,  equipment 
and  supplies  needed  for  self-care  dialysis^  have  patient-staff  ratios 
which  are  appropriate  to  self -dialysis  (allowing  for  such  appropriate 
lesser  degree  of  ongoing  medical  supervision  and  assistance  of  ancil- 
lary personnel  than  is  required  for  full  care  maintenance  dialysis), 
and  meet  sueh  other  requirements  as  the  Secretary  may  prescribe  with 
respect  to  the  quality  and  cost-effectiveness  of  services. 

(c)(1)  For  the  purpose  of  assuring  effective  and  efficient  adminis- 
tration of  the  benefits  povided  under  this  section,  the  Secretary  shall 
establish,  in  accordance  ivith  such  criteria  as  he  finds  appropriate, 
renal  disease  network  areas,  such  network  organizations  (including 
a  medical  review  board  for  each  nettvork  area)  as  he  finds  necessary 
to  accomplish  such  purpose,  and  a  national  end  stage  renal  disease 
medical  information  system.  The  Secretary  may  by  regulations  pro- 
vide for  such  coordination  of  network  planning  and  quality  assurance 
activities  and  such  exchange  of  data  and  information  among  agencies 
with  responsibilities  for  health  planning^  and  quality  assurance  activi- 
ties under  Federal  law  as  is  consistent  ivith  the  economical  and  efficient 
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administration  of  this  section  and  with  the  responsibilities  established 
for  network  organizations  and  medical  review  boards  under  this 
section. 

(2)  The  network  organization  and  the  medical  review  board  of  each 
network  shall  be  responsible,  in  addition  to  such  other  duties  and  func- 
tions as  may  be  prescribed  by  the  Secretary,  for — 

(A)  encouraging,  to  the  maximum  extent  possible,  consistent 
with  sound  medical  practice,  the  use  of  those  treatment  settings 
most  compatible  with  the  successful  rehabilitation  of  the  patient; 

(B)  developing ,  on  the  basis  of  normative  data  derived  from  the 
renal  disease  medical  information  system  and  criteria  and  stand- 
ards developed  within  the  network,  network  goals  relating  to  the 
quality  and  appropriateness  of  patient  care,  including  goals  with 
respect  to  the  appropriate  proportion  of  network  patients  dialyz- 
ing  in  self-care  settings  and  undergoing  or  preparing  for  trans- 
plantation; 

(G)  evaluating  the  procedures  by  which  facilities  and  providers 
in  the  nettvork  assess  the  appropriateness  of  patients  for  proposed 
treatment  modalities ; 

(D)  identifying  facilities  and  providers  that  are  not  cooperat- 
ing toward  meeting  network  goals;  requesting  explanations  and 
plans  for  correction  from  such  facilities  and  providers;  and  ap- 
proving or  recommending  plans  for  such  correction ;  and 

(E)  submitting  an  annual  report  to  the  Secretary  on  July  1 
of  each  year  which  shall  include  a  full  statement  of  the  networks 
goals,  data  on  the  networks  performance  in  meeting  its  goals  in- 
cluding data  on  the  comparative  performance  of  facilities  and 
providers  with  respect  to  the  identification  and  placement  of  suit- 
able candidates  in  self-care  settings  and  transplantation),  iden- 
tification of  those  facilities  that  have  consistently  failed  to  cooper- 
ate with  network  goals,  and  recommendations  with  respect  to  the 
need  for  additional  or  alternative  services  or  facilities  in  the  net- 
work in  order  to  meet  the  network  goals,  including  self-dialysis 
training,  transplantation,  and  organ  procurement  facilities. 

(3)  The  Secretary  shall  evaluate  the  adequacy  of  each  network's 
goals,  in  relation  to  the  national  objective  established  in  accordance 
with  paragraph  (4),  and  the  performance  of  the  network  in  meeting 
these  goals,  and  may  recommend  such  modifications  in  the  goals  and 
the  methods  for  achieving  them  as  he  deems  appropriate.  Where  the 
Secretary  determines,  on  the  basis  of  the  data  contained  in  the  net- 
work's annual  report  and  such  other  relevant  data  as  may  be  available 
to  him,  that  a  facility  or  provider  has  consistently  failed  to  cooperate 
with  network  plans  and  goals,  he  may  terminate  or  withhold  certifica- 
tion of  such  facility  or  provider  (for  purposes  of  payment  for  services 
furnished  to  individuals  with  end  staqe  renal  disease)  until  he  deter- 
mines that  such  provider  or  facility  is  making  reasonable  and  appro- 
priate efforts  to  cooperate  with  the  network's  plans  and  goals. 

(It)  The  national  objective  with  respect  to  the  appropriate  propor- 
tion of  patients  in  self -dialysis  settings  and  preparing  for  or  under- 
taking transplantation  is  that  a  majority  of  new  patients  being  ac- 
cepted for  end-stage  renal  disease  treatment  should  be  in  self-dialysis 
settinos  or  be  transvlanted.  The  Secretary  shall,  after  consultation 
with  appropriate  professional  and  network  organizations,  and  after 
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taking  into  account  available  evidence  relating  to  developments  in  re- 
search, treatment  methods  and  technology,  periodically  evaluate  and, 
when  he  determines  necessary,  recommend  revision  of  the  national 
objective  to  the  Congress. 

(5)  The  Secretary  shall,  in  determining  whether  to  certify  addi- 
tional facilities  or  expansion  of  existing  facilities  within  a  network, 
take  into  account  the  networks  goals  and  performance  as  re-fleeted 
in  the  network's  annual  report,  and  assure  himself  that  where  a 
network  has  a  low  self-dialysis  treatment  percentage  such  percentage 
can  be  satisfactorily  justified  before  certifying  additional  beds  or 
facilities. 

(6)  The  Secretary  shall,  on  the  basis  of  the  annual  network  reports, 
determine  the  extent  to  which  self-dialysis  training  within  each  net- 
work is  adequate  to  the  patient  size  and  referral  patterns  of  the  area. 
Where  the  Secretary  finds  that  self-training  programs  in  any  network 
are  of  insufficient  capacity  or  are  not  distributed  throughout  the  net- 
work in  a  manner  which  assures  that  self-dialysis  training  is  adequate 
to  meet  the  needs  of  individuals  with  renal  disease,  he  shall  place  in 
effect  a  program  under  which  self-dialysis  training  is  provided  in 
renal  disease  facilities  or  providers  which  shall  be  designated  by  him 
for  this  purpose.  Where  a  provider  or  facility  so  designated  is  subse- 
quently found  by  the  Secretary  to  have  failed  to  provide  the  required 
self-dialysis  training,  he  may  terminate  or  withhold  certification  of 
such  provider  or  facility  (for  purposes  of  payment  for  services  fur- 
nished to  individuals  with  end  stage  renal  disease)  until  such  pro- 
vider or  facility  is  in  compliance  with  the  requirements  concerning  the 
provision  of  self-dialysis  training. 

(d)  Notwithstanding  any  provision  to  the  contrary  in  section  226, 
any  individual  who  donates  a  kidney  for  transplant  surgery  shall  be 
entitled  to  benefits  under  parts  A  and  B  of  this  title  with  respect  to 
such  donation.  Reimbursement  for  the  reasonable  expenses  incurred 
by  such  an  individual  with  respect  to  a  kidney  donation  shall  be  made 
(without  regard  to  the  deductible,  premium,  and  coinsurance  provi- 
sions of  this  title),  in  such  manner  as  may  be  prescribed  by  the  Secre- 
tary in  regulations,  for  all  preparatory,  operation,  and  postoperation 
recovery  costs  associated  with  such  donation,  including  but  not  limited 
to  the  costs  for  which  payment  could  be  made  if  he  were  an  eligible 
individual  for  purposes  of  parts  A  and  B  of  this  title  without  regard 
to  this  subsection.  Postoperation  recovery  costs  shall  be  limited  to  the 
actual  period  of  recovery. 

(e)  (1)  Notwithstanding  any  other  provision  of  this  title,  the  Sec- 
retary may,  pursuant  to  agreements  with  approved  providers  of  serv- 
ices and  renal  dialysis  facilities  reimburse  such  providers  and  facilities 
(without  regard  to  the  deductible  and  coinsurance  provisions  of  this 
title)  for  the  reasonable  cost  of  the  purchase,  installation,  maintenance 
and  reconditioning  for  subsequent  use  of  artificial  kidney  and  auto- 
mated dialysis  peritoneal  machines  (including  supportive  equipment) 
which  are  to  be  used  exclusively  by  entitled  individuals  dialyzing  at 
home. 

(2)  An  agreement  under  this  subsection  shall  require  that  the  pro- 
vider or  facility  will — 

(A)  make  the  equipment  available  for  use  only  by  entitled 
individuals  dialyzing  at  home; 
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(&)  recondition  the  equipment,  as  needed,  for  reuse  by  such 
individuals  throughout  the  useful  life  of  the  equipment,  including 
modification  of  the  equipment  consistent  with  advances  in  research 
anal  technology ; 

(C)  provide  for  full  access  for  the  Secretary  to  all  records  and 
information  relating  to  the  purchase,  maintenance  and  use  of  the 
equipment;  and 

(D)  submit  such  reports,  data  and  information  as  the  Secretary 
may  require  with  respect  to  the  cost,  management,  and  use  of  the 
equipment. 

(3)  For  purposes  of  this  section,  the  term  "supportive  equipment" 
includes  blood  pumps,  heparin  pumps,  bubble  detectors,  other  alarm 
systems  and  such  other  items  as  the  Secretary  may  determine  are  medi- 
cally necessary. 

(/)  (1)  The  Secretary  shall  initiate  and  carry  out,  at  selected  loca- 
tions in  the  United  States,  pilot  projects  under  ivhich  financial  assist- 
ance in  the  purchase  of  neio  or  used  durable  medical  equipment  for 
renal  dialysis  is  provided  to  individuals  suffering  from  end  stage  renal 
disease  at  the  time  home  dialysis  is  begun,  with  provision  for  a  trial 
period  to  assure  successful  adaptation  to  home  dialysis  before  the  ac- 
tual purchase  of  such  equipment. 

(2)  The  Secretary  shall  conduct  experiments  to  evaluate  methods 
for  reducing  the  costs  of  the  end  stage  renal  disease  program.  Such 
experiments  shall  include  (without  being  limited  to)  reimbursement 
for  nurses  and  dialysis  technicians  to  assist  with  home  dialysis,  reim- 
bursement to  family  members  assisting  tvith  home  dialysis,  and  (to  the 
extent  medically  sound)  incentives  to  home  dialysis  patients  to  clean 
and  reuse  their  dialysis  filters. 

(3)  The  Secretary  shall  conduct  experiments  to  evaluate  methods 
of  dietary  control  for  reducing  the  costs  of  the  end  stage  renal  disease 
program,  including  (without  being  limited  to)  the  use  of  protein- 
controlled  products  to  delay  the  necessity  for,  or  reduce  the  frequency 
of,  dialysis  in  the  treatment  of  end  stage  renal  disease. 

(If)  The  Secretary  shall  conduct  a  comprehensive  study  of  methods 
for  increasing  public  participation  in  kidney  donation  and  other  organ 
donation  programs. 

(5)  The  Secretary  shall  conduct  a  full  and  complete  study  of  the 
reimbursement  of  physicians  for  services  furnished  to  patients  with 
end  stage  renal  disease  under  this  title,  giving  particular  attention  to 
the  range  of  payments  to  physicians  for  such  services,  the  average 
amounts  of  such  payments,  and  the  number  of  hours  devoted  to  fur- 
nishing such  services  to  patients  at  home,  in  renal  disease  facilities, 
in  hospitals,  and  elsewhere. 

(6)  The  Secretary  shall  conduct  a  study  of  the  number  of  patients 
with  end  stage  renal  disease  w>ho  we  not  eligible  for  benefits  with 
respect  to  such  disease  under  this  title  (by  reason  of  this  section  or 
otherwise),  and  of  the  economic  impact  of  such  noneligibility  of  such 
individuals.  Such  study  shall  include  consideration  of  mechanisms 
whereby  governmental  and  other  health  plams  might  be  instituted 
or  modified  to  \permit  the  purchase  of  actuarially  sound  coverage  for 
the  costs  of  end  stage  renal  disease. 

(7)  The  Secretary  shall  submit  to  the  Congress  no  later  than  October 
1.  1978,  a  full  report  on  the  experiments  conducted  under  paragraphs 
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(1),  (2)  and  (3)  and  the  studies  under  paragraphs  (1+),  (5),  and  (6). 
Such  report  shall  include  any  recommendations  for  legislative  changes 
which  the  Secretary  finds  necessary  or  desirable  as  a  result  of  such  ex- 
periments and  studies. 

(g)  The  Secretary  shall  submit  to  the  Congress  on  October  1,  1978, 
and  on  October  1  of  each  year  thereafter,  a  report  on  the  end  stage 
renal  disease  program,  including  but  not  limited  to — 

(1)  the  number  of  patients,  nationally  and  by  renal  disease 
nePicork,  on  dialysis  (self -dialysis  or  otherwise)  at  home  and  in 
facilities; 

(2)  the  number  of  new  patients  entering  dialysis  at  home  and  in 
facilities  during  the  year; 

(3)  the  number  of  facilities  providing  dialysis  and  the  utiliza- 
tion rates  of  those  facilities; 

(4)  the  number  of  kidney  transplants,  by  source  of  donor  organ; 

(5)  the  number  of  patients  awaiting  organs  for  transplant; 

(6)  the  number  of  transplant  failures; 

(7)  the  range  of  costs  of  kidney  acquisition,  by  type  of  facility 
and  by  region; 

(8)  the  number  of  facilities  providing  transplants  and  the 
number  of  transplants  performed  per  facility; 

(9)  patient  mortality  and  morbidity  rates; 

(10)  the  average  annual  cost  of  hospitalization  for  ancillary 
problems  in  dialysis  and  transplant  patients,  and  drug  costs  for 
transplant  patients; 

(11)  medicare  payment  rates  for  dialysis,  transplant  proce- 
dures, and  physician  services,  along  with  any  changes  in  such 
rates  during  the  year  and  the  reasons  for  those  changes; 

(12)  the  results  of  cost-saving  experiments; 

(13)  the  results  of  basic  kidney  disease  research  conducted  by 
the  Federal  Government,  private  institutions,  and  foreign  gov- 
ernments; 

(lit)  information  on  the  activities  of  medical  review  boards 
and  other  network  organizations;  and 

(15)  estimated  program  costs  over  the  next  five  years. 

******* 
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